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Individual Animal Data oqBody Weights 
@%4%a%%Bp&u 

. 
Project Code: DV-TAO0 199 Study No.: SA00032 
Species/Strain: Rats/SD Sex: Male 

1 1010261005 0 205 263 325 380 422 
1010261,Q23 0 199 258 318 375 405 
1010261017 0 218 291 ,348 397 437 
1010261029 0 213 284 353 412 456 
1010261022 0 227 297 361 401 440 
1010261034 0 228 294 355 404 440 
1010261027 0 245 322 383 428 461 
1010261035 0 245 3!4 371 418 453 
1010261015 0 246 314 383 442 483 
1010261041 0 235 302 : 356 399 436 

N 10 10 10 10 10 
Mean 226.1 293.9 355.3 405.6 443.3 

SD 17.0 21.1 21.6 20.4 21.6 
SEM 5.4 6.7 6.8 6.5 6.8 

2 1010261024 1.5 199 263 : 325 378 416 
1010261044 1.5 202 273, 338 388 430 

i 1010261003 1.5 220 283 .’ ’ 347 , 394 420 
1010261028 1.5 213 280 342 388 426 
1010261016 1.5 229 302 367 421 ,461 
1010261037 1.5 230 301 359 425 469 
1010261010 1.5 230 308 370 423 460 
1010261046 1.5 232 303 >‘: 350 389 418 
1010261047 1.5 232 328 “401 455 492 
1010261049 1.5 229 333 402’ - 458 500 

.N . 10 10 10 10 10 
Mean 221.6 297.4 360.1 411.6 449.2 

SD 12.6 22.8 25.6 29.1 31.4 
SBM 4.0 7.2 8.1 9.2 9.9 
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I Individual Animal Data ‘Of Body Weights 
4lsmwf*%Jap&g 

Projec’ Code: DV-TAO0 199 Study No.: SAOOox; 
Species/Strain: Rats/SD 
WifJ 9%iW@R Mlf@ose) 
Group Animal ID ml/kg/day 

3 1010261020 5 
SD I 
199 

Sex: 
: BodyWei;“’ ’ 

ml 
gpr cg) 

SD8 SD 1 5 SD 22 SD 
261, 321 367 402 7 

101026~030 5 210’ 
1010261001 5 218 
1010261042 5 223 
1010261002 5 232 
1010261013 5 233 
1010261026 5 252 
1010261031 5 236 
1010261011 5 220 
1010261019 5 234 

N 10 

277. 330 
289 ,346 
294 356 
296 350 
306 370 
335: 406 
304 361 
301 356 
313’ 369 
10: 10 

378 414 1 
392 422 .I 
400 430 j 
392 
419 

424 ,i 
465 j 

468 
407 

514 1 
431 .f 

381 410 p 
416 F 451 ‘I 

10 10 
Mean 225.7 297.6 356.5 

SD 15.0 20.0 23.4 
SEM 4.7 6.3 7.4 

4 1010261004 
1010261050 

i 1010261045 
1010261048 
1010261038 
1010261043 
1010261007 
1010261021 
1010261012 
1010261040 

.N . 
Mean 

SD 
SEM 

15 
15 
15 
15 
15 
15 
15 
15 
15 
15 

198 262. 319 
201 276 344 
220 295: 

’ 
.367 

215 283. 301 
232 297 354 
227 2961 336 
235 309. 362 
237 310 375 
249 325 ‘: ’ 396 
246 306. 364 
10 10 ; 10 

226.0 295.9 351.8 
17.4 18.6 - 27.8 
5.5 5.8 8.8 

402.0 
28.5 
9.0 10.5 

356 390 iI 
395 445 
415 464 
329 365 
399 435 
386 427 j 
422 460 
43-l 470 
442 480 
396 422 
10 10 x1 

397.1 435.8 
34.3 36.5 
10.8 11.5 

n A 
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Individual Animal Dali of Body Weights 
@xlJ%&.%&se;tk&:u 

-- 

Project Code: DV-TAO0199 Study No.: SAOO032 
Species/Straix + Rats/SD Sex: Female 
&KS" &#I~% MWDose) Body Weight (g) 
Group Animal ID m&g/day SD 1 ‘SD8 SD 15 * SD22 SD28 

1 1010260035 0 180 204 240 243 269 
mo26dij46 
1010260004 
1010260034 
1010260038 
1010260042 
1010260015 
101026003 1 
1010260013 

164 195 219 238 260 
178 208 236 252 258 
186 226 248 270 289 
176 23j 262 277 307 
176 225 233 274 293 
178 229 228 243 271 
192 213j 244 281 284 
181 224. 247 255 285 

1010260045 0 ’ 182 226 244 258 276 
N 10 10 ( 10 10 10 

Mean 179.3 218.) 240.1 259.1 279.2 
SD 7.3 12.5 11.9 15.5 15.3 

SEM 2.3 4.0, 3.8 4.9 4.8 

2 1010260019 
i 1010260026 

1010260008 
1010260027 
1010260040 
1010260041 
1010260020 
1010260036 
1010260025 

1.5 161 208 227 250 263 
1.5 
1.5 
I.5 
1.5 
1.5 
1.5 
1.5 
1.5 

157 214 
166 217 
162 204 
167 ’ 202 
173 209 
185 215 
192 216 
186 236 

237 246 273 ’ 
238 268 274 
227 243 256 
219 229 237 
223 251 263 

9 228 253 264 
‘1 239 267 275 

253. ,: 263 277 
1010260033 1.5 190 228 261 278 293 

N IO 10 : .10. 10 10 
, Mean 173.9 214.9. 235.2 254.8 267.5 

SD 13.2 10.5 13.4 14.3 14.8 g 
SEM 4.2 3.3 . 4.2 4.5 4.7 :i ?- Z . . i; 

1 “ 
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2%DAY SUBACmE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20) 
h&28 k~n+q%1&J511f(3h&l&) b-f&W% - -f-V.,% MICRSOY-20(MS-20) 
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Pro.ject Code: 

-......-.......A--.. 
Individual Animal Data of Body 

.“..*..- . . . . . 
Weights 

DV-TAO0 199 Studv No.: 
Sp&ies/Strain: B Rats/SD 
&mJ, sYl4hsif& SPJ H(Dose) 
Group Animal ID ml/kg/day 

3 101026C@O9 5 

-----, - 
4 SD 1 SD 

164 201 

: Body Weight ( 
8 SD 15 

226 253 271 ,232 245 264 -1 
237 247 261 !!I 
218 235 240 >i 
229 270 267 a 
225 253 261 1% 
249 264 272 1 
255 282 289 
269 255 278 

lex: 

101026b44 5 165 207 
1010260029 5 182 215 . 
1010260043 5 166 202 
1010260016 5 183 203 
1010260021 5 180 206 
1010260006 5 172 224 
1010260023 5 179 230 
1010260014 5 178 256 

’ 1010260049 5 185 219 
N IO IO 

Mean 175.4 216.3 
SD 8.0 17.1 

SEM 2.5 5.4 

263 267 286 :g :1, 

10 10 10 4 
240.3 257.1 268.9 %  

17.6 13.8 
5.6 4.4 

4 1010260010 15 166 213 237 
206 ., ,239 
206 229 
189 196 
197 194 
218 ~ 235 
212 226 
228 4 ‘1 235 
251 281 

258 252 273 ‘3 

239 
; 

214 
223 
259 
235 ,245 
254 266 
294 311 ’ 

i 1010260017 
1010260011 
lOlO 
1010260012 
10 10260050 
1010260024 
1010260037 
1010260001 
1010260003 

N 
Mean 

SD 
SEM 

15 178 
15 184 
15 171 
15 177 
15 187 
15 177 
15 181 
15 186 
15 180 

10 
178.7 
6,5 
2.1 

f 

230 252 
10 10. 

272 282 
10 IO : 

250.0 262.0 :; 
23.5 27.5 1 
7.4 8.7 -$ 

215.0 232.4 
17.9 ,251 
5.7 

3 
1 7.9 
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Indivi&Gimal Data of B$dy Weight Gains 
ll6llss,l%*%&e:f~4t%tu 

Project Code: DV-TAO0 199 Study No.: SA00032 
Sp&ies/Str&~ + Rats/SD 
SR%JJ’ 9~#h&%’ SWfDose) 
Group. AnimaLID mVkg/day 

1 101026@05 0 
SD 1 
205 

Sex: Male 
&dy weight Gains (g) 

SD (8-I) SD (15-I) SD (22-l) SD (28-l) 
58 120 175 217 

101026iO23 0 199 59 ,119 176 206 
1010261017 0 218 73 130 179 219 
1010261029 0 213 71 140 199 243 
1010261022 0 227 70 134 174 213 
1010261034 0 228 66 127 176 212 
1010261027 0 245 77 138 183 216 
1010261035 0 245 69 126 173 208 
1010261015 0 246 68 137 196 237 

’ 1010261041 0 235 67 121 164 201 
N 10 10 10 10 10 

Mean 226. I 67.8 : 129.2 179.5 217.2 
SD 17.0 5.8 7.8 10.7 13.2 

SEM 5.4 1.8 2.5 3.4 4.2 

2 1010261024 1.5 
I 1010261044 1.5 

1010261003 1.5 
1010261028 1.5 
1010261016 1.5 
1010261037 1.5 
1010261010 1.5 
1010261046 1.5 
1010261047 1.5 

199 64 126 179 217 
202 71 ” 136 186 228 
220 63 127 174 200 
213 67 129 175 213 
229 73 I38 192 232 
230 71 129 195 239 
230 78 ‘?. 140 193 230 
232 71 “118 , 154 186 
232 96 169, . 223 260 

101~261049 1.5 229 104 173 229 271 
N 10 10 10. 10 10 

’ Mean 221.6 75.8 138.5 190.0 227.6 
SD 12.6 13.6 18.3 22.5 25.6 

SEM 4.0 4.3. _. i 5.8 7.1 8.1 
.-a P 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS -:PRODUCT CODE MICRSOY-20 (MS-20) 
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Individual Animal Data of Bod$ Weight Gains 

lmJJ~~h~i%~4t~~ 

Project Code: DV-TAO0 I 99 
SpecieslSti e Rats/SD 
&xIJ, %c#A% a4jfPM 

Study No.: SAOOo32 .s 
Sex: Male 

I3oc.l~ Weight Gains (z) - 

Group Animal ID ml&g/day 
3 101026!5)20 

. 1010261030 
1010261001 
1010261042 
1010261002 
1010261013 
1010261026 
1010261031 
1010261011 

SD 1 SD (8-l) _I_. SD (is-l) :SD (22-l) SD (28-l) 
199 62 122 168 
210 67 ,120, 168 
218 71 128 174 
223 71 133 177 
232 64 118 160 
233 73 137 186 
252 83 154 216 
236 68 125 171 
220 81 136 161 

203 - 
204 : 
204 j 
207 ; 
192 
232 
262 l, 
195 : 
la-l 

1010261019 5 234 79 135 182 217 
N 10 10 IO 10 10 : 

Mean 225.7 71.9 
SD 15.0 7.1 

SEM 4.7 2.3 

130.8 176.3 210.6 
19.7 16.2 21-9 
3.4 5.1 6.9 t 

4 101026IOO4 15 198 64 : 121 
I i 1010261050 

1010261045 
1010261048 
1010261038 
1010261043 

i 1010261007 
1010261021 
1010261012 

15 201 75 '143 
15 220 75 147 
15 215 68 86 
15 232 65 122 
15 227 69 109 
15 235 74 127 
15 237 73 '; 3 138 
15 249 76 147 - 

158 192 
194 244 
195 244 
114 159 5 
167 203 '; 
159 200 
187 

; 

194 
193 

1010261040 15 246 60 118 150 176 :: 
N 10 10 ’ 10. 10 10 

Mean 226.0 69.9 -125.8 171.1 209.8 
SD 17.4 5.5 19.2 26.7 31.2 

SEM 5.5 1.8 i 6.1 8.4 9.9 
f I 

0, J ' a' 
{ 

. , t . 
b*" * 
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Individual Animal Data of &dyWeight Gains 
- m?JJ%a~&&*~~k&~ 

Project Code: DV-TAO0 199 Study No.: SAOO032 
Species&rain:,# Rats/SD Sex: Female 
&I%” s5!dm& 34 *@OS4 : Body Weight Gains (g) 
Group Animal ID ml/kg/day SD 1 SD (8-a) SD (15-I) SD (22-l) SD (28-l) 

1 101026Q035 0 180 24 : 60 63 89 
1010266046 0 164 31 I 55 74 96 
1010260004 0 178 30 58 74 80 
1010260034 0 186 40 62 84 103 
1010260038 0 176 57 86 101 131 
10 10260042 0 176 49 57 98 117 
1010260015 0 178 51 50 6.5 93 
1010260031 0 192 21 , 52 89 92 
1010260013 0 . 181 43 66 74 104 
1010260045 0 182 44, 62 76 94 

N 10 10 10 10 10 
Mean 179.3 39.0 60.8 79.8 99.9 

SD 7.3 12.0 10.1 12.9 14.8 
SEM 2.3 3.8 3.2 4.1 4.7 

2 1010260019 1.5 161 47 66 89 102 
’ 1010260026 I.5 157 57 

1010260008 1.5 166 51 
1010260027 1.5 162 42 
10 10260040 1.5 167 35 
1010260041 1.5 173 36 
1010260020 1.5 185 30 
1010260036 1.5 192 24 
1010260025 1.5 186 50 

‘80 
72 
65 
52 
50 

I. 'A; 43 
47 ' 
67, . 

89 116 
102 108 
81 94 
62 70 
78 90 
68 79 
75 83 
77 91 

10102600~3 1.5 190 38 _* 71 88 103 
N 10 10 : 10. 10 10 

Mean 173.9 41.0 61.3 80.9 93.6 
SD 13.2 10.3 12.4 11.6 14.0 

SEM 4.2 3.3 * z . p 3.9 3.7 4.4 

, . 
1  - 
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-s Individual Animal Data of S$y Weight Gains 

4iklmaM?l&~*~4t~& . 

Project Code: DV-TAO0 199 Study No.: SAOO032 
Sp&ies/Strain:.g R@./SD 
&LX~J, ‘)irlW&% $1 f(Dose> 
Group Animal ID mlkgklay 

3 1010260~09 5 
SD 1 
164 

Sex: Female 
B+dy Weight Gains (g) 

SD (8-l): SD (15-1) ‘SD (22-l) SD (28- 1) 
37 62 89 107 

1010260044 
1010260029 
1010260043 
1010260016 
1010260021 
1010260006 
1010260023 
1010260014 

165 42 67 80 99 
182 33 55 65 79 
166 36 52 69 74 
183 20 46 87 84 
180 26 45 73 81 
172 52 77 92 100 
179 51 76 103 110 
178 78 91 77 100 

- 1010260049 5 185 34 : 78 82 101 
N 10 10 10 10 10 

Mean 175.4 40.9 64.9 81.7 93.5 
SD 8.0 16.4 * 15.5 11.5 12.7 

SEM 2.5 5.2 4.9 3.6 4.0 

4 1010260010 15 166 47 71 92 113 
i 1010260017 15 178 28 61 74 95 

:' iO10260011 15 184 22 45 55 64 
1010260030 15 171 18 25 43 51 ( 
1010260012 15 177 17 46 47 20 
1010260050 15 187 31 48 72 83 
1010260024 15 177 35 48 58 68 
1010260037 15 184 47 '. "i 54 ' 7j , 85 
1010260001 15 186 65 95 . 108 125 
lOLO 15 180, 50 72. 92 102 

N 10 10 10. 10 10 
Mean 178.7 36.3 53.7 71.3 83.3 

SD 6.5 15.4 22.8 21.3 26.0 
SEM 2.1 4.9 - 7.2 6.7 8.2 .? .; 

. 

c  

n rlh 
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS ‘-‘PRODUCT CODE MICRSOY-20 (MS-20) 

A& 28 j.% alstf~@lPllf (3Z&tzk) 4&H@.$ -!&3& MXRSOY-20 (MS-20) __________________--_______________cc___------ “““““““““‘“‘--~--~------------------------ ---w---- -----“------_. 
Individual Animal Data of Food’Consumption 

: 4Bl~JWWiV#?J~k~~~8’ 

Project Code:S)V-TAO0 199 Study No.:SAO0032 _- _- 
Species&rain:Rats/SD : Sex: Male 

&I XJJ Wlh%,% %I f(Dose> Foc$i Consumption (g&g/day) 
Group Cage No. ml/kg/day Week 1 “Week 2 Week 3 Week 4 

’ 1 l-l-01 0 165 139 118 1Ol 
l-l-02 0 170 136 116 102 
l-1-03 0 152 129 104 91 
l-l-04 0 152 126 103 91 
l-l-05 0 154 : 133 112 98 

N 5 ‘5 5 5 
Mean 158.6 132.6 110.6 96:6 

SD 8.4 5.2 6.8 5.3 
SEM 3.7 2.3 3.1 2.4 

:: 2 2-l-01 1.5 174 137 116 101 
2-l-02 I.5 158 134 109 96 
2-l-03 1.5 163 132 114 97 
2-l-04 1.5 165 124 106 95 
2-l-05 1.5 186 136 105 91 

N 5 5 5 5 
Mean 169.2 132.6 110.0 96.0 

SD 11.0 5.2 4.9 3.6 
SEM 4.9 2.3 2.2 1.6 
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS A ERODUCT CODE MICRSOY-20 (h&-20) 

k& 28 ~~~~f~~li$i (n~~~r~1~~~~-~~~MICRSOY-20(MS-20) _-------------------------------------1------ -------------;-,,,i,,,,,,,,,,,,,,,,,,,--*------------------~ 
Individual Animal Data of Food Consumption 

5- 
1@l%JJ%wja~n~$4i&~ 

Project Code:pV-TAO0199 Study No.:SAq0032 _. -. 
Species/‘Strain:Rats/SD Sex: Male 

,a XI %t&%fi& @lilftDose) Fdog Consumption (g/kg/day) 

Group Cage No. ml/kg/day Week 1 Week 2 Week 3 Week 4 
3 3-l-01 5 171 137 110 94 

3-l-02 5 158 ; 129 106 93 
3-l-03 5 160 : 127 105 96 
3-I-04 5 163 
3-l-05 5 161 

N 5 
Mean 162.6 

SD 5.0 
SEM 2.3 

1 

126 107 92 
122 99 87 

5 5 5 
28.2 105.4 92.4 
5.5 4.0 3.4 
2.5 1.8 1.5 

:: 4 4-l-01 15 168 127 
4-l-02 15 145 :I17 
4-l-03 I5 149 120 
4- l-04 15 160 l2 1 
4-I-05 15 144 ,119 

N 5 j 5 

Mean 153.2 k20.8 
SD 10.4 3.8 

SEM 4.7 :1.7 

103 92 
101 94 
99 89 
105 89 
94 86 
5 5 

100.4 90.0 
4.2 3.1 
1.9 1.4 



2%DAY SUBACUTE ORAL TOXICITY STUDY IN RATS : PKOD$JCT CODE MICRSOY-20 (MS-20) 
A@,, 28 koJ@f~t?+I ~~%&) $WW, - K%~MICRSOY-20 (MS-201 _____-__---*-_--_------------------------------ ------------------------------i---------------*----------- -*-m------m-_1 

Individual Animal Data of Food Con&ption 
-- 

Project Code:DY-TAOOl99 Study No.:SA00032 
Species/Strain:Rats/SD 

_. .^ 
Sex: Female 

.&LXlJ fi!~isrtsl%t’iR WiWose> Food Consumption (g&g/day) 
Group Cage No. ml/kg/day Week 1 Wee& 2 Week 3 Week 4 

1 l-0-01 0 148 132. 113 114 
l-0-02 0 149 123’ 106 98 
l-0-03 0 172 124 123 111 
l-0-04 0 147 120 119 103 
l-0-05 0 158 122 118 112 

N 5 5 5 5 
Mean 154.8 124.2 115.8 107.6 

SD 10.6 4.6 6.5 6.8 
SEM 4.7 2.1, 2.9 3.0 

.: 
2 2-o-o 1 1.5 184 

2-O-02 1.5 171 
2-O-03 1.5 150 
2-O-04 1.5 141 
2-O-05 1.5 148 

N 5 
Mean 158.8 

SD 18.0 
SEM 8.1 

119‘ 116 106 
127: 116 105 
121, 117 107 
128. 122 101 
119, 105 103 

9 5 5 
122.8 115.2 104.4 
4.4. 6.2 2.4 
2.0 2.8 1.1 
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2%DAY SUBACUTE ORAL TOXICITY STUDY IN RATS L ‘PRODUCT CODE MICRSOY-20 (MS-20) 

A& 28 $a aak~~j@j~ (iZ$kk) 4$&Mfg - Pt.% MICRSOY-20 (MS-20) em-------we-- ______------_----_-------------- ----------.-----------I----*-------------------------------------------------~ 
Individual Animal Data of Food consumption 

-- 

Project Code:L;)Y-TAO0199 Study No.:SAq0032 _- .- 
Species/Strain:Rats/SD . . Sex: Female 

b Xl1 Food Consumption (g/kg/day) 
Group Cage No. ml/kg/day Week 1 heck 2 Week 3 Week 4 

3 3-O-01 5 159 i 133 117 106 
3-O-02 5 148 113 111 101 
3-O-03 5 129 124 119 96 
3-O-04 5 161 116 105 96 
3-O-05 5 179 137 96 103 

N 5 5 5 5 
Mean 155.2 124.6 109.6 0014 

SD 18.4 10.4 9.4 4.4 
SEM 8.2 4.7 4.2 2.0 

.: 4 4-o-o 1 15 154 126 109 105 
4-O-02 15 134 118 105 92 
4-O-03 15 129 103 116 92 
4-O-04 15 144 99 97 92 
4-O-05 15 144 103 90 82 

N 5 s, 5 5 
Mean 141.0 109.8 103.4 92.6 

SD 9.8 11.6 10.2 8.2 
SEM 4.4 5.2 4.5 3.7 
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28.DAY SUBACUTE ORAL TOXICITY STUDY lN,.RATS - PRODUCT CODE MICRSOY-20 (MS-20) 
A&28k anamafflla~,na4~~.~~~~~$~ - &I MICRSOY-20(MS-20) -_..__________-__-_____----------------------.------.----------.*----“------------------. _-_ 
Jndivj&al Animal Data af-~~~~l-w,~~i;i~~~~-~~~~~;~~,~~,~--~~~~~~~~~~~ 

----------_.---_---_--------------------------------------.-----. 

@lM%~&QL%P+ - a%%$ct$c*ttttau 
Project Code: [IV-TAO0 199 Study No.: SAOO032 
Day on Test: SD 29 Sex: Female 

Dose Brain Liver Spleen Kidneys Adrenal Gls. Thymus Heart j 
Group Animal I.D. (mlikdday) weight(g) weight(g) ratio’ weight(g) ratios weight(g) ratio* weight(g) ratiob(%) weight(g) ra%i$ -weight(g) ratid 

2 1010260019 1.5 1.79 8.31 4.64 0.65 0.36 1.83 1.02 0.083 4.64 0.669 0.37 0.89 0.50 
!OiO2GO~26 1.5 1.80 9.01 5.01 0.56 0.3 1 2.10 1.17 0.067 3.72 0.444 0.25 0.90 0.50 
1010260008 1.5 1.80 9.16 5.09 0.59 0.33 1.98 1.10 0.075 4.17 0.522 0.29 0.90 0.50 
lOlOiGOO27 1.5 1.93 8.02 4.16 0.50 0.26 1.68 0.87 0.055 2.85 0.469 0.24 0.81 0.42 
10 I 0260040 1.5 1.89 8.58 4.54 0.64 0.34 t .93 1.02 0.090 4.76 0.421 0.22 0.89 0.47 
1010260041 1.5 1.85 8.84 4.78 0.50 0.27 2.01 1 .OQ 0.054 2.92 0.542 0.29 0.93 0.50 
1010260020 1.5 1.94 7.37 3.80 0.64 0.33 2.18 I:12 0.084 4.33 0.436 0.22 0.92 0.47 
1010260036 1.5 1.95 8.54 4.38 0.58 0.30 1.94 0.99 0.074 3.79 0.457 0.23 0.90 0.46 
1010260025 1.5 2.01 9.37 4.66 0.77 0.38 2.17 1.08 0.09 1 4.53 0.520 0.26 0.89 0.44 
1010260033 1.5 1.90 10.27 5.41 0.64 0.34 2.52 1.33 0.081 4.26 0.562 0.30 0.98 0.52 

N 
Mean 

SD 
SEM 

10 IO 10 10 IO IO 10 10 
1.89 8.75 4.G5 0.61 0.32 2.03 1.08 0.075 
0.07 0.79 0.47 0.,08 0.04 0.23 0.12 0.013 
0.02 0.25 0.15 0.03 0.01 0.07 0.04 0.004 

IO 10 10 IO 10 
4.00 0.504 0.27 0.90 0.48 
0.67 0‘075 0.05 0.04 0.03 
0.21 0.024 0.01 0.01 0.01 

*:Ratio=Organ weight/Brain weight 
b:Ratio=(Organ weight/Brain weight) x 100 

Z-DAY SUBACUTEPRAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20) 
k&28% r~ fla+ I%$+] ~~-~~%~~~)+t0bj~~ - 4ZL MICRSOY-20 (MS-20) .-----_-------------__^_________________----------------------------------------------------- ---------------_-------~------------------ ______ ~“,l,rr;~,,~l A ,,itnml r,n,.7 “CCL”“.. l\T-’ 1 I 1 - I’\ 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20) . . . 

k~28~oaadnars~s,~~~~-ls-~~~~l~I;s-4e1lMlCRSoY-2OCMS-20) _-_-_-_--_______----______^_____________-----------------------.----------------------------- --_.--.m -----__-_--_____-_---------------.-------- -----_---.-_____----------------------------------------------.------------------.-------------.. 
Individual Animal Data of Organ Weights and Organ/Brain Weight Ratios 

4@84twtL4?4nikl%~ ’ &~RI%B~t&i$ 
Project Code: W-TAO01 99 Study No.: SA00032 
Day on Test: SD 29 Sex: Female 

Dose Brain Liver Spleen Kidneys Adrenal Gls. Thymus Heart 
Group Animal I.D. (mllkglday) weight(g) weight(g) ratio’ weight(g) ratio* weight(g) ratio’ weight (g) rati$ (%) weight (g) ratid we&t(g) ratid 

3 1010260009 5 1.84 9.46 5.14 0.43 0,23 1.83 0.99 0.084 4.57 0.544 
10102GOO44 5 1.79 8.57 4.79 0.57 0.32 1.95 I .09 0.058 3.24 0.508 
1010260029 5 1.79 8.73 4.88 0.69 0.39 1.86 1.04 0.07 I 3.97 0.563 
lOlO2GOO43 5 1.91 7.98 4.18 0.42 0.22 I.89 0.99 0.082 4.29 0.404 
1010260016 5 1.84 9.00 4.89 0.65 0.35 I.91 I .04 0.064 3.48 0603 
1010260021 5 I .90 7.91 4.16 0.46 0.24 1.58 0.83 0.099 5.21 0.439 
1010260006 5 1.89 8.52 4.5 1 0.44 0.23 1.91 1.01 0.055 2.91 0.425 
1010260023 5 I .92 9.48 4.94 0.59 0.3 1 2.24 1.17 0.081 4.22 0.473 
iO1026OOi4 5 1.91 8.85 4.63 0.7 I 0.37 1.87 0.98 0.075 3.93 0.487 
1010260049 5 1.87 10‘03 5.36 0.58 0.31 2.23 1.19 0.076 4.06 0.419 

0.296 0.84 0.46 
0.284 0.97 0.54 
0.315 0.96 0.54 
0.212 0.78 0.41 
0.328 I .05 0.57 
0.23 1 0.99 0.52 
0.225 0.83 0.44 
0.246 I .06 0‘55 
0.255 1.09 0.57 
0.224 0.89 0.48 

N 10 10 IO IO 10 IO 10 10 10 IO 10 10 10 
Mean 1.87 8.85 4.75 0.55 0.30 1.93 1.03 0.075 3.99 0.487 0.26 0.95 0.51 

SD 0.05 0.67 0.39 0.11 0.06 0.19 0.10 0.013 0.66 0.067 0.04 0.11 0.06 
SEM 0.02 0.21 0.12 0.03 0.02 0.06 0.03 0.004 0.21 0.02 I 0.01 0.03 0.02 

8:Ratio==Organ wei‘ght/Brain weight 
b:Raticr=(Qrgan weight/Brain weight) x 100 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20) 
Af&28cR unsti@,#$[j$($2 %+k]$$&;srl?& - Kl& MICRSOY-2O(MS-20) .---______--.__-___---------------------------..-------..------.-..--------.------------- .-----.:u--- **a-__-_ _---_--------------_--------------.----.-...-------.*.--------------------.---------.--. 
individual Animal Data of Organ-~~~~~;,;ii~~i~~~~~-~~~~ Ratios 

mR~lYQllhI!a%~P ~rw%&%ir8tttt~ 
Project Cede: N-TAO01 99 Study No.: SA00032 
Day on Test: SD 29 sex: Female 

Dose Brain Liver Spleen Kidneys Adrenal Gls. Thymus Heart 

Group Animal I.D. (mllkglday) weight(g) weight(g) ratio’ weight (g) ratio* weight (g) ratio* 
4 

weight(g) ratiob(%) weight(g) ratio* &eight(g) ratio‘ 
101026OOJO IS 1.81 11.64 6.43 0.55 0.30 2.17 1.20 0.063 3.48 0.564 0.312 1.10 0.61 
1010260017 
1010260011 
1010260030 
101026CrOl2 
1010260050 
101026QO24 
lOtO 
1010260001 
IO 10260003 

15 1.68 9.30 5.54 0.56 0.33 2.13 1.27 0.053 3.15 0.479 0.285 0.94 0.56 
15 1.86 8.36 4.49 0.59 0.32 1.96 1.05 0.067 3.60 0.521 0.280 0.95 0.5 I 
15 1.89 6.40 3.39 0.49 0.26 1.49 0.79 0.056 2.96 0.261 0.138 0.77 0.41 
15 1.87 6.92 3.70 0.54 0.29 1.69 0.90 0.075 4.01 0.390 0.209 0.73 0.39 
15 1.83 9.41 5.14 0.44 0.24 1.93 1.05 0.085 4.64 0.353 0.193 0.84 0.46 
I5 1.91 7.22 3.78 0.43 0.23 1.51 0.79 0.049 2.57 0.430 0.225 0.76 0.40 
15 l-83 9.37 5.12 0.79 0.43 2.03 1.11 0.109 5.96 0.606 0.33 1 0.86 0.47 
15 1.80 10.46 5.81 0.61 0.34 2.26 1.26 0.066 3.67 0.566 0.314 0.89 0.49 
15 1.83 9.92 5.42 0.70 0.38 2.03 I.1 I 0.079 4.32 0.53 I 0.290 0.98 0.54 

N 10 10 10 IO 10 IO 10 IO 10 10 IO 10 IO 
Mean 1.83 8.90 4.88 0.57 0.3 I I .92 1.05 0.070 3.84 0.470 0.26 0.88 0.48 

3 SD 0.06 I .66 I.01 0.1 I 0.06 0.27 0.18 0.018 0.97 O.llO 0.06 0.11 0.07 
SEM 0.02 0.53 0.32 0.04 0.02 0.09 0.06 0.006 0.3 1 0.035 0.02 0.04 0.02 

3 
L 

‘:Ratio=Organ weight/Brain weight .’ 

‘:Ratio=(Organ weight/Brain weight) x 100 
..>. ., ,. , 

j, _‘ _. 

Prepared by: 

Checked by: 



i 

0 Individual Animal Data on Urinalysis 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY40 (MS-20) 
kfi/28~ua~~aM~(c?~~)~~~~~ - 44.9% MICRSOY-20 (B-20) .--------------c---_------------------------------*--------------------------------------------.-----------.------------------------------------*------------------------------------------------.-*- 

Individual Animal Data on Urinalysis 
#JBJ%VWL4h%**&% 

Project Code: DV-TAO0199 Study No: SAOO032 
Days,on Test :SD 29 Sex: Male 
Animal I.D. Dose Volume Odor SG Color Clarity Glu Bil Ket pH Pro Uro -Nit Blo Leu 

(ml/kg/Day) ml 
1010261005 0 26 
1010261023 0 26 
1010261017 0 34 
1010261029 0 28 
1010261022 c 40 
1030261034 0 28 
1010261027 0 34 
3OlQ261035 0 20 
1010261015 0 24 
1010261041 0 24 

Normal 
Normal 
Normal 
Normal 
Normal 
Normal 
Normal 
Normal 
Normal 
Normal 

1.023 Yellow 
1.019 Yellow 
1.013 Yellow 
1,018 Yellow 
1.012 Yellow 
1.020 Yellow 
1.017 Yeliow 
1.032 Yellow 
1.022 Yellow 
1.022 Yellow 

EU/dl 
Clear Negative Negative Trace 7.0 
Clear Negative Negative Trace 7.0 
Clear Negative Negative Trace 7.0 
Clear Negative Negative Trace 7.0 
Clear Negative Negative Trace 7.0 
Clear Negative Negative I+ 7.5 
Clear Negative Negative Trace 7.0 
Clear Negative Negative I+ 7.0 
Clear Negative Negative Trace 7.0 
Clear Negative Negative Trace 7.0 

Trace 0.2 
Trace 0.2 

Negative 0.2 
Negative 0.2 
Negative 0.2 

Trace 0.2 
Negative 0.2 

Trace 0.2 
Negative 0.2 
Negative 0.2 

Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 

N 10 10 10 10 
Mean 28.4 1.020 7.05 0.20 

SD 5.9 0.006 0.1.6 . 0.00 
SEM 1.9 0.002 0.05 0.00 -. ,; ,. “., ,, _ ” ‘ , ._._” ,.. _ .* - - , _. ., __ __._. __-.. 

Key: SG=Specitic Gravity 
Glu=Glucose 
Bil=Bilirubin _ 
Ket=Ketones 
Pro=Protein 
Uro=IJrobilinogen 
Nit=Nitrate 
Blo=Blood(hemoglobi$ 
Leu=Ixukocytes 

. 



k&Z8A WWlkI’WjrttB&~)~&%J% - RI MICRSOY-20 (MS’20) __-----------I---------------------------------------------~---------------------*----------------*---.------------------------------------------------------------ 
Individual Animal Data on Urinalysis 

CM%~~&~**~% 
Project Code: W-TAO0199 Study No: SA00032 
Days on Test :SD 29 Sex: Male 
Animal I.D. Dose Volume Odor SG Color Clarity ClU BiI Ket pH Pro Uro Bid 

(ml/kg/Day) ml EU/dl’ 
Nit , Leu 

1010261024 1.5 22 Normal 1.023 Yellow Clear Negative Negative Trace 6.5 Negative 0.2 Negative Negative Negative 
1010261044 1.5 30 Normal 1.017 
1010261003 1.5 18 Normal 1.026 
1010261028 1.5 32 Normal 1.015 
1010261016 1.5 19 Normal 1.027 
1010261OJ7 1.5 19 Normal 1.025 
1010261010 1.5 27 Normal 1.022 
1010261046 1.5 17 Normal 1.027 
1010261047 1.5 32 Normal 1.016 
1010261049 1.5 28 Normal 1.019 

Yellow 
Yellow 
Yellow 
Yellow 
Yellow 
Yellow 
Yellow 
Yellow 
Yellow 

Clear Negative Negative Trace 
Clear Negative Negative 1+ 
Clear Negative Negative Trace 
Clear Negative Negative : Trace 
Clear Negative Negative Trace 
Clear Negative Negative Trace 
Clear Negative Negative Trace 
Clear Negative Negative Trace 
Clear Negative Negative Trace 

6.5 Negative 
6.5 Trace 
7.0 Negative 
7.0 Trace 
7.0 Negative 
6s Neglitive 
6.5 Trace 
7.0 Trace 
8.0 Trace 

0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative l+ 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 

N 10 10 10 IO 
Mean 24.4 1.022 6.85 0.20 

SD 6.0 0.005 0.47 , 0.00 
SEM 1.9 0.001 0.15 0.00 

. 
.KWSCi=S~ifie Cravity- 

_..^_ .. 

Glu=Glucose 
Bil=Bilirubin _ 
Ket=Ketones 
Pfo=Protein 
Uro=Urobilinog~n 
Nit=Nitrate 
Blo=Blood(hemoglobin) ’ 
lxu=leukocytes 



Z&DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOYLZO (MS-20) 
kbt28~ua~ft~)S(P,~~)C~~Jt - &I MICRSOY-20 (IS-20) .-------*---I---L-------------------*------------.-------------.-*---------------------------.---*-----------------------------------.---------"---------------------*--------------------------.--..--- 

Individual Animal Data on Urinalysis 
4i+wwxt%&A*$%% 

Project Code: DV-TAO0199 Study No: SA00032 
Days on Test :$D 29 

, 
Sex: Male 

Animal I.D. Dose Volume Odor SG Color Clarity GIU Bit Ket pH Pro Uro -Nit Blo Leu 
(ml/kg&y) ml EU/dl 

r 

1010261020 5 36 Normal 1.011 Yellow Clear Negative Negative Trace 7.0 Negative 0.2 Negative Negative Negative 
1010261030 5 24 Normal 1.023 Yellow Clear Negative Negative Trace 7.5 Negative 0.2 Negative Negative Negative 
1010261001 5 29 Normal 1.019 Yellow Oear Negative Negative Trace 6.5 Trace 0.2 Negative Negative Negative 
1010261042 5 34 Normal 1.017 Yellow Clear Negative Negative Trace 6.5 Negative 0.2 Negative Negative Negative 
lQ10261002 5 38 Normal 1.012 Yellow Clear Negative Negative Trace 7.0 Negative 0.2 Negative Negative Negative 
1010261013 5 22 Normal 1.021 Yellow Clear Negative Negative Trace 7.0 Negative 0.2 Negative Negative Negative 
1010261026 5 46 Normal 1.012 Yellow Clear Negative Negative Trace 7.0 Negative 0.2 Negative Negative Negative 
1010261031 5 17 Normal 1,027 Yellow Clear Negative Negative Trace 7.0 Trace 0.2 Negative Negative Trace 
101026~011 5 24 Normal 1.020 Yellow Clear Negative Negative Trace 7.0 Trace 0.2 Negative Negative Negative 
1010261019 5 28 Normal 1.020 Yellow Clear Negative Negative Trace 7.0 Negative 0.2 Negative Negative Negative 

N 10 10 10 10 
Mean 29.8 1.018 6.95 0.20 
SD a.7 0.005 0.28 \) 0.00 

SEM 2.8 0.002 0.09 0.00 
..5 . , ., -, . ,... ‘. 

Key: SG=Spific Gravity 
Giu43tucose 
Bil&ilirubin _ 
Ket=Ketones 
Pro=Protein 
Uro=Urobil inogen 
Nit=Nitrate 
Blo=Blcd(hemoglobi~) 
Leu=Leukocytes 



STUDY XN RATS - PRODUCT CO 
klPt28k ~Rt?lt#@JH~&~>6~R4~ - &St M ICRSOY-20 (MS-20) -----.----------l------------------------------------------~---*------*-~---------------------------------------“---------------.------------------------------------------------------~ 

Individual Animal Data on Urinalysis 
4twm%*~%K**&~ 

Project Code: DV-TAO0199 Study No: SA00032 
Days on Test :SD 29 Sex: Male 
Animal I.D. Dose Volume Odor SG Color Cfarity Gfu Uil Kct PH Pro Uro Nit Bfo Leu 

(ml/kg/Day) m l 
1010261004 15. 27 Normal 
1010261050 I5 34 Normal 
1010261045 15 33 Normal 
1010261048 15 27 Normal 
1010261038 15 28 Normal 
1010261043 15 27 Normal 
1010261007 15 40 Normal 
1010261021 15 43 Normal 
1010261012 15 28 Normal 
1010261040 15 25 Normal 

1.018 Yellow 
1.016 Yellow 
1.018 Yellow 
1.014 Yellow 
1.018 Yellow 
1.016 Yellow 
1.01-3 Yellow 
1.011 Yellow 
1.021 Yellow 
1.020 Yellow 

Clear Negative Negative 
Clear Negative Negative 
Clear Negative Negative 
Clear Negative Negarive 
Clear Negative Negative 
Clear Negative Negative 
Clear Negative NegaGve 
Clear Negative Negative 
Clear Negative Negative 
Clear Negative Negative 

Trace 7.5 
Trace 7.0 
Trace 7.0 
Trace 7.0 
Trace 7.5 
Trace 6.0 
Trace 7.5 
Trace 7.5 
Trace 7.5 

I+ 8.0 

Negative 
Negative 
Negative 
Negative 
Negative 
Negative 
Negative 
Negative 

Trace 
Negative 

EU/di 
0.2 Negative Negative Negative 
0.2 
0.2 
0.2 
0.2 
0,2 
0.2 
0.2 
0.2 
0.2 

Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 

N 10 10 10 10 
Mean 31.2 1.017 7.25 0.20 

SD 6.1 0.003 0.54 ,* 0.00 
SEM 1.9 0.001 0.17 0.00 

.> ., _ ” ., - ,_ ..‘ _I ,, “I ~_ . . 
Key: SG=Specific Gravity 

Glu=Glucose 

BilrBilirubin _ 

Ket=Ketones Operated by: -I&- I% l-kv Dec. If 3061 I 
Pro=Protein , 

Uro=Urobilinogen 

Nit=Nitrate 

Blo=Blood(hemoglobin) ’ 

Leu=Leukocytes 



2%DAY SUBACUTE ORAL TOXIClTY STUDY IN BATS - PIIODUCT CODE MICRSOY-20 (MS-20) 
h$28kw~hSr~)%(~z~)~~~~~ - &tBR MICRSOY-20 0S-20) .“‘--““-*-“C”--““**--““““““““-““”~””””-””””~”~”““““““““““”””””””““““““““““““““““““““““““““””””””““““““~“““““““““““““““~“““””””“““”“”“““”*“““““““”””””““””“““““““”””””“”~”””“””“””““”“”“““”~””””~“““““~“~ 

Individual Animal Data on Urinalysis 
4altaalm&~a$&# 

Project Code: DV-TAO0199 
Days on Test :SD 29 

Study No: SAOO032 
Sex: Female 

Animal I.D. Dose Volume Odor SG Color Clarity Glu Bil Ket PH Pro Uro _ Nit Blo LelJ 
(mldq$Day) ml 

1010260035 0 15 Normal 1.022 DK Yellow 
1010260046 
1010260004 
1010260034 
1010260038 
lOiO260042 
101026OOf5 
IOiO260031 
1010260013 
1010260045 

IO Normal I .03t Yellow 
12 Normal 1.026 Yellow 
13 Normal 1.026 Yellow 
21 Nor&al 1.019 Yeliow 
lj Normal 1.033 Yellow 
24 Normal 1,016 Yellow 
6 Normal > 1 &IO Yellow 
14 Normal 1.027 Yellow 
13 Normal 1,028 Yellow 

Clear Negative Negative Negative 
Clear Negative Negative Trace 
Clear Negative Negative Negative 
Clear Negative Negative Trace 
Clear Negative Negative, Negative 
Clear Negative Negative Negative 
Clear Negative Negative Negative 
ClCC Negative Negative Trace 
Cli%X Negative Negative Negative 
Clear Negative Negative Trace 

6.0 Negative 
6.5 Negative 
6.5 Negative 
7.0 Negative 
1.0 Negative 
7.5 Negative 
6.5 Negative 
6.0 Trace 
6.5 Negative 
6.5 Negative 

E&i 
i 

0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative. Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative, Negative Negative 
0.2 Negative Negative Negative 
0.2 Negative Negative Negative 

N 10 9 10 10 
Me‘an 14.7 1.025 6.60 0.20 

SD 6.3 0.005 0.46 , 0.00 
SEM 2.0 0.002 0.15 0.00 

..h _ _,. " i _ ‘._ __ 

Kiy: SG=Specific Gravity 
Ghdilucose 
Bil=Whubin _ 
Ket=Ketones 
FVo=Prote& 
Uro=Umbilinogen 
Nit=Nitrate 
Blo=Blood(hemoglob&) 
L-eu=Leukocytes 

~.28k~fll~da~~~-ts9~)~~~f~ - fi* MT~RC~V 9n flr~ on\ 
t-.-- --I _ . . . _ _, 

------------------------.---“-“-”””””””””””””””““““““““““””””””-““““-““-“““““““““-““““~~~ 



- 
. I 

k/28ffolatPW~~(~,~~)h~~j~ - Rfi& MICRSOY-20 OIS-20) 
.v 

.--.-------.----__------------------------------------.----------.--------.-------“------------------------------------.-------*-.--------------”-----------------------------------------~- 
individual Animal Data on Urinalysis 

lE?%$~a%~aa~~% 
Project Code: DV-TAO0199 Study No: SA00032 
Days on Test :SD 29 Sex: Female 
Animal I.D. Dose Volume Odor SG dolor Clarity GlU Ril Ket PII Pro uro Nit Blp Leu 

(ml/kg/Day) nil EUlhl 
1010260019 1.5 20 
1010260026 1.5 14 
1010260008 1.5 16 
1010260027 1.5 12 
1010260040 1.5 12 
1010260041 1.5 11 
1010260020 1.5 17 
1010260036 1.5 21 
1010260025 1.5 10 
1010260033 1.5 14 

N 10 
Mean 14.7 
SD 3.7 

JEM 1.2 

Normal 1.018 Yellow Clear Negative Negative Negative 
Normal 1.025 Yellow Clear Negative Negative Negative 
Normal 1.025 Yellow Clear Negative Negative Trace 
Normal 1.028 Yellow Clear Negative Negative Negative 
Normal I .026 Yellow Clear Negative Negative. Trace 
Normal 1.021 Yellow Clear Negative Negative Trace 
Normal 1.021 Yellow Clear Negative Negative Negative 
Normal 1.018 Yellow Clear Negative Negative Negative 
Normal 1.031 Yellow Clear Negative Negative Trace 
Normal 1.024 Yellow Clear Negative Negative Trace 

IO 
1.024 
0.004 
0.001 

10 
6.80 
0.26 . 

10 
0.20 
0.00 

0,08 0.00 
.:> _; 

. - ,, __ _. 

6.5 Negative 0.2 Negative Negative Negative 
6.5 Negative 0.2 Negative Negative Negative 
7.0 Negative 0.2 Negative Negative Negative 
7.0 Negative 0.2 Negative Negative Negative 
7.0 Negative 0.2 Negative Negative Negative 
7.0 Negative 0.2 Negative Negative Negative 
6.5 Negative 0.2 Negative Negative Ttice 
7.0 Negative 0.2 Negative Negative Negative 
7.0 Negative 0.2 Negative Negative Negative 
6.5 Negative 0.2 Negative Negative Negative 

Glu=Glucose 
Bil==Bkubin _ 
Ket=Ketones 
Pro=Protein , 
Uro=Urobilinogen 
Nit=Nitrate 
Blo=Blooci(hemoglobin) ’ 
Leu=Leukocytes 

Operatedby: j’&- Fit hen J~W.II,ZW~ 

Checked by: CJ ’ ’ w, - 

. 



2%DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20) 
hL28*o~~~~PIf(~~~)-$i~~l~ - &#t MICRSOY-20 (MS-20) .I--------*------------------------------------------------*----------------*-----.------------~-------------*------“------------------------------------------------------------------------. 

Individual Animal Data on Urinalysis 
@lMwtd&w%**&& 

Project Code: DV-TAO0199 Study No: SA00032 
Days on Test $0 29 Sex: Female 
Animal I.D. Dose Volume Odor SG Color Clarity Glu Bil Kct PII Pro Uro Hit Blo Leu 

(mt/k&Day) ml EU/dl I 

1010260009 5 18 Normal 1.018 Yellow Clear Negative Negative Negative 7.5 Negative 0.2 Negative Negative Negative 
1010260044 5 17 Normal 1.021 Yellow Clear Negative Negative Negative 1.0 Negative 0.2 Negative Negative Negative 
1010260029 5 12 Normal 1.024 Yellow Clear Negative Negative Negative 7.0 Negative 0.2 Negative Negative Negative 
1010260043 5 8 Normal 1,033 Yellow Clear Negative Negative Trace 7.0 Negative 0.2 Negative Negative Negative 
10i0260016 5 21 Normal 1.015 Yellow Clear Negative Negative .Negative 7.0 Negative 0.2 Negative Negative Negative 
1010260021 5 11 Normal 1.027 Yellow Clear Negative Negative Negative 6.5 Negative 0.2 Negative Negative Negative 
1010260006 5 14 Normal 1.024 Yellow Clear Negative Negative Negative 6.5 Negative 0.2 Negative Negative Negative 
1010260023 5 13 Normal 1.026 Yellow Clear Negative Negative Negative 7.0 Negative 0.2 Negative Negative Negative 
1010260014 5 19 Normal 1.020 Yellow Clear Negative Negative Negative 6.5 Negative 0.2 Negative Negative Negative 
1010260049 5 10 Normal 1.031 Yellow Clear Negative Negative Trace 7.0 Negative 0.2 Negative Negative Negative 

I N 10 10 10 10 
3 Mean 14.3 1.024 6.90 0.20 . 
3 SD 4.3 0.006 0.32 . 0.00 

SEM 1.4 p.002 0.10 0.00 
..> ,_ _^ ,. . _. _ ., ,,. ,., 

Key: SC=Spccific Gravity 
Glu=Glucose 
Bildlilirubin _ 
Ket=Ketones Operated by: Lfi - Fit k4 oec, /I,~uo/ . 
Pro=Protei4 
Urodrobilinogen 
Nit=Nitrate 
Bio=Blood(hemoglobinj 
Leu=Leukccytes 

Checked by: 

wP20) 



kR28~uDWh%fltaJnt~Ea~M>n~~ll- - RL MICRSOY-20 W-20) .----“.-------------__L___________I_____-----------------------------*--------..---------------------------*-----.--------*----------“-----------------*----------------~-------------------------------. 
Individual Animal Data on Urinalysis 

4@%4s&*4hRM*&# 
Project Code: DV-TAO0199 Study No: SAOO032 
Days on Test :SD 29 Sex: Female 
Animal I.D. Dose Volume Odor ‘SG Color Clarity Glu Bil Ket pH Pro Uro Nit Blo Leu 

(ml/kg/Day) ml EUMI’ 
I 

Normal 1.023 Yellow Clear Negative Negative Trace 7.0 1010260010 
1010260017 
101026001~ 
1010260030 
1010260012 
1010260050 
1010260024 
1010260037 
t010250001 
1010260003 

15 15 
15 14 
15 26 
15 18 
15 28 
15 22 
15 19 
15 13 
15 20 
15 12 

Normal 1.026 Yellow Clear Negative Negative Negative 7.0 
Normal 1.015 Yellow Clear Negative Negative Negative 7.0 
Normal 1.014 Yellow Clear Negative Negative Negative 7.5 
Normal 1.010 Yellow Clear Negative Negative Negative 7.0 
Normal 1.016 Yellow Clear Negative Negative Negative 7.5 
Normal 1,018 Yellow Clear Negative Negative Negative 7.5 
Normal 1.023 Yellow Clear Negative Negative Negative 7.5 
Normal 1.021 Yellow Clear Negative Negative Negative 7.5 
Normal 1.029 Yellow Clear Negative Negative Trace 7.5 

0.2 
0.2 
0.2 
0.2 
0.2 
0.2 
0.2 
0.2 
0.2 
0.2 

Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 
Negative Negative Negative 

N 
Meaa 

SD 

10 
18.7 
5.4 
17 

10 
1.020 
0.006 

10 
7.30 
0.26 

Negative 
Negative 
Negative 
Negative 
Negative 
Negative 
Negative 
Negative 
Negative 
Negative 

10 
0.20 
0.00 

SEM ..I 0,002 0.08 0.00 
..s ,‘. ",, ~. ., _ .". - ., i_ ;,. _. 

Key: SG=Specific Gravity 
GIu=Glucose 
Bil=Bilirubin _ 
Ket=Ketones 
Pro=Protein , 
Uro=Urobil inogen 
Nit=Nitrate 
Blo=Rlood(hcmoglobin) ‘ 
Ixu=L.eukccytes 





TE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MlCRSOY-20(MS-20 

Project Code : DV-TAO0199 Studv No. : SA00032 
Individual Animal Data on Urine Sediment 

Male - Group l- ~1gnlftec15 mtid+) 
j Animal ID i Ce&’ I 

+ 
I Epithelial 1 RBC i WBC i 
! 1 Celfs I I / 
! 1010~61005 - 
I ” i - I . 

1010261023 R. - 
I 

1010261017 -1 -. ,R _,_._, ,- I 
1010261029 R 

--- 
I 

1010261022 R - ] - ] 
1010261034 R - f _ i 

1 1010261027‘ - - 
1010261035 R 
1010261015 .R 

; 1010261041 R 

Hyaline 
Casts’ 

Granular 
I 
’ Epitheiial 

I RBC I ’ wBc 

- _I - j -.i ,-...I 

T - +=-l SptX?ll’ 

-.-. . . _-._ - - 

R -. _. .-_-. 
- 

. 
-, _ 

i 
.^ - . _ _ 

(Continue) Animal ID Crystals 1 

I- 
Uric Acid 

1010261022 - 
lOIO261034 - - . . ,. , .-” 

,_ 0 ‘IVM26T‘OZ7 ‘(_, .I -’ -- 
10102610~5 .-,: 
1010261015 - 

Leucide Cystine ’ Calcium 
I 

Hippuric Ammonium 
/ 

Triple 
Fbrosine Oxalate Acid Biurate Phosphate , 

.i* 
‘, -,> .a. . _ ,, “, 

F 

1 IO10261041 i - 
f f&mate average number per high-power field(4t 

-.j - I - I - I - 
X) aind report in termi of R(rare), O(occasionat), F(few), Mo(moderate), M(many), 

N 
I - .’ .--I.’ N I ---:,- - 

I -- _ 
N 

‘. N ..: _.- __ _ 
N _ _ .._ 

-:L‘. : -.. 

. N -....- 
_- - - -., 

- ..- -.._. ___- 
N . --- _, .- ,- ,_ 
N 

I I N I - 
T(too numerous to count). 

I -. - _. - -I 
2. Estimate average number per lo*-power fieId(tO0 X) and report in terms of R(rare), O(occasional), F(few), Mofmoderate), M(many), T(too numerous to count). 
3. Estimate avwage number tier high-power field(400 X) and report in terms of N(negative), L(light). Mo(modGatc), If(heavy). 
- : Not detectable 



B-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20) 

Project Code : DV-TAO0199 
kBt28kdn6t~-4a49(~,~~~)~~~~'lb~ - fCLIICRSOY-20 (~$20) 

Individual Animal Data on Urine Sediment 
Study No. : SA00032 

Mate - Group 2- 

(Continue) 

1010261024 
1010261044 
1010261003 
tOtO26J028 
tOtO 

W?&lJ~Qj~, 
1010261010 
tOtO2610~6 
1010~61047 
101‘0261049 

j : 

.: j .I 

I - 
I 
i. - 
f. ,-.., 
‘ - 

N .._. ..- 
N 
N 
N’ 
N 

:- N ...” .._ 
N 
N . ._ . 
N 
N .L 

-- . 
I 

I. Esstir&ite average 
I - ’ - I - ! J F - , 

number per high-power fietd(400X)and report in tern= ofR(rare), O(occasional). F(few), Mo(moderate), M(many), T(too numerous 1o count~. 
2~ Estimate average numberper tow-power fietd(tOO X) and report in terms of R(rare). O(occasional), P(few), Mofmoderate), M(many), T(too numerous to counq 
3. Estimate average number per high-power tietd(400 X) and report in terms of N(negative), L(light), Mo(tiderate), tl(heavy). 
- : Not delectable 

I.5 ml/kg/day I.5 ml/kg/day 
’ Animal ID 1 

I 

Cells’ / 

1 Epithelial I RBC : WBC 1 I I -cetts I I 
’ 1010261024 i R 

1010261037 
tOtO26tO-10 R 
1010261046 
1010261047 --. - __ -.. - __ 

R _____ 
R 

!- 

Animal ID T Crvstalsl 

i 

a --.---- 

Uric Acid 
I 

Leucine 
I 

Cystine 
/Tvrosine 

& - -. 

” - I - lb - . . - 
_ 

Calcium 
Oxatafe 

I 

I 

Triple 
Phosohatc 

F 
F _ . 

0 . . . 

.” 

T 
? 

Bacteria 

Microbes3 1 -T .( 
I - 

Yeast Trichomonas 
Vaginalis . 

- . . . ..- ., ___ 
- 

_ 

- . 
.-. - I. - .-I 

..r .-. .  ..-_. _. 

“.I.I..-_*-. * .  ___...I^__.__ 

.1...  -,-I- _._._. .- .-__ 

UBACUTJZ ORAL. TOXICITY STUDY IN RATS-PR 
tr---- L-..-’ 



Project Code : DV-TAO0199 
Individual Animal bata on Urine Sediment 

Study No. : SA00032 

Male - Group 3- 2 

1010261020 
1010261030 
1010261001 
1010261042 
1010261002 
1010261013 
1010261026’ 
1010261031 
1010261011 
1010261019 

-T- 

t- 

t 

L 

1 WBC 

_ - 
. ., _. 

Ceils’ I I 
, 

RBC 
i 

WBC j 
I 

Casts’ 
Epithelial 

Others 
I Sperm 

- 
1 Epitheliai 

Cells 
R 
R 

R 
R 

_ R.. 
..v 

R 

-t- 
RBC 

L 

~ 

I- 

I 
L 

I. : 

j 1 
- I - 
-.j - 

1 : 
I - 

-. ._- 
R 

_ 

.- ..- _. --- 

R 

(Continue) T I- Animal ID CrystalsI Microbes3 1 
Yeasl 

.--.., -._- 
T T 

ml 

r 1 Cystine Calcium 
Oxalate 

* 

Hippuric 
Acid 

~mmoniun 
Biurate 

. 

Triple 
Phosahate 

R 
- \’ 

0 
I. MOnany), 
M(mny), 

Bacteria 

N .._ 
N 

N, 
N 
N ._. - 

:. N ,. _ 
N 

., N .- 
N . 
N 

1010261020 
1010261030 
1010261001 
1010261042 
1010261002 
1(31.0X1013. 
1010261026 
1010261031 
lOld26101 t, 

- _-__ .._. 
.-.--:r _.._ i 
. . _ _~ 

. ._-._ 
. - -_.-- 
- . . ,..- ._-- 

I - 
mm per mgn-power ftefd(400 X) and np 
101tj261019 

a, I t in terms of R(rare), O(occ 
L 
nu 

- I - 

mal), F(few), Mo(modera 1. &mate average -iT; 
T(tc 

ite] 

le), 
too numerous to count). 
30 numerous to count). 2. i%h’tWe average number per low-power tield(IO0 X) and report in terns of R(rare), O(occasional), F(few), Mo(moderat 

3. Estimate average number per high-power field(4tXl X)and report in terms of N(negative), L(light), Mo(moderate), [#(heavy) 
- : Not detectable 

Prepared by: .J?& <, 
xL- Checked by: -7 ., r.\ Y 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20) 
kL28~uo88~~~l~l+(~,~~~.)B~t~~~~~ - -R%WICRSOY-20 (MS-20) 

Project Code : DV-TAO0 199 

Individual Animal Data on Urine Sediment 
Study No. : SA00032 

Male - Group 4- 15 ml/kg/day 

“’ ;:; - 

R 

. ._. - 

i 1010261043 - , - 
1010261007 R ’ - 

_ R 
R 

(Continue) 

I. Es&ate averaginumber per high-power field(4 

Leucine ) Cystine 
/Tyrosine I 

- 
I 
T 
/ 

1 I I 

. , .  . I  

,- i - “..,. 
-_, 1 I.-.. .,! ..- .I -. F. : 

Bacteria Yeast Trichomonas 
Vaginalis 

N - ..- -_. -. __--. -.._ _-.__- 
N 
f... _ 

r-4 . -_ ‘._.“. 

__-. L.“.~. -_; - ,. ” -i--,l.-- 
.._. .._.- .,... -._- ._-_ 

N “,, -,_ ._ . . . . . . -_ -. 
N . -^_- ,__ ._ .“,. .-- _ .-.- __ 
N - - -__“I .__“._ __~ . . . . -. ._ __” -.__.__ 
N - 1 - I - ! - I 0 1 

X) and report in terms of R(rare), O(occasional), &few), Mocmoderate), M(many), T(too nurnarous to count). 

2. Estimate average number per low-power tield(tO0 X) and report in terms of R(rare), O(occasional), F(few), Mo(mderate), M(mny), T(too numerous to count). 
3. EElmite average number per high-power tield(400 X) and report in terms of N(negative). f.(light), Mo(nwdera:e), H(heavy). 
- : Not detectable 

Microbes3 

28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS:-?n\ 



Project Code : DV-TAO0199 

Female - Group 

ORAL TOXIClTY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20) 
k15t28kaaw~~~~~(n~,~>f~}~rnllbx, - &LMICRSOY-20 (MS-20) 

Individual Animal Data on Urine Sediment Study No. : SAOO032 

(Continue) 

. 

Animal ID 

to10260035 
1010260046 
tO10260004 
1010260034 
tO10260038 
tOlO? 
tOto26oot5 __“~~.^,._,‘;_ 
1010260031 
1010260013 
101026OQ45 

1010260038 - lOtO - 

tOl@XiOOt5~ R 101026OOt5~ R _.. _ _.. _ 
--- -_. 

-- .- _. -.-.__ 
.- .- ---. ..- _-_ ---. .,- _-_ 

Crvstatsl - 
Uric Acic 

I I t I Leucine 
/fvrosine 

Cystine 
- 
f -? 

.i 

L 

Calcium 
Oxalate 

Hippuric 
Acid 

4mmoniul 
Biurate 

Triple 
Phosohate 

0 .. 
0 . 

n 
I 

j 

I 
1” 
I 

t 

Microbes3 

Bacteria Yeast Trichomonas 

N 
Vakatis _ 

N ‘- _ 
N .- 
N ‘- 
N 

.., ._ 

N 

L 

- 
* 

! .., .._., 
-,.. :. _, .- 
- - .., _ . 

. 1, . . . - - 
>wer lield(400 X) and rep 

-5 - 

- 

- 

M  
..,, 

* “” 

__- N- _* *.* .I . ““.. ----..- ‘__. j___. 

N’ -‘_ 
---I . -.- - . _ 

._ ” -._ 
N 

I 

- --. - _.. I ._ 
--.. ..---. --... -- -___-_ ._ 

Fd 1. &in’& averagenumber per high , I I 1. , 
3rt In terms ot Ware), O(occasional), F(few), Mo(moderatc), M(many), T(too ~UW~OUS to count). 

- I - 

2. Eslkte average number per tow-Power fietd(100 XI and report in krnu of R&are), O(occasional), P(few), Mo(moderace) 
I 

3. E&ate average number per high-power field(400 X) and report in terms of N(negative], L(ligh!), Mo(moderate), il(hea$. 
M(many), T(too numerous to counO. 

- : Not deteclable 



2%DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20) 
kCk28~oaar~~ln(n~rl>.ki-~4rnllnlu, - &!S,MiCRSOY-20 (E-20) 

I’rojcct Code : DV-ThtJOl W Study No. : SA00032 

Female-Group 2- 1.5 ml/kg/day 
) Animal ID 

- -r 
Cells’ 

/; 

Casts* 

tIyaline 1 Granular 1 Epithelial 
t 
7 4 

I Others 

Epithelial 
Cells i- 

! 

L 
T 

R 
0 

R 
R 
R 
R 

R 
R 

CrystalsI 

Uric Acid 

RBC 

T- j - I - 101026001!, 
1010260026 
1010260008 
IO I 0260027 
10102G0040 
lOlQ26O04l 
to1 02r;o020’ 
I010260036 
1010260025 
1010260033 

(Continue) Animal ID 

., 

, 

1010260019 
I01~0260026 
lolo25oou8 
lUlO260027 
I 0 lO26Qkl40 
1010260041 
1010260020 
1010260036 
1010260025 
1010260033 

. . . 

I- r 
,-. *. 

_  _  

I 

. .̂ ” 

,,, _  1 - A . .,.. I. Estimate average number per ntgn-power tleld(4t 

i - 
_ I - 

: ; : 

i : 

I I 

I 

- 

F 
Microbes3 

Cystine Leucine 
/Tvrosine I 

-I- 
Calcium 
Oxalatc 

i 
+- 

Hippuric 
Acid 

unmoniun 
Riurate 

Triple 
Phosphate 

. : . I  - 

.-ii - .-.- -.. -I- - __..l__l_ 
N - - -- _. ,( .__,.. .-_- _._____. 
N 

I .Mo . I !. 
X) and report In terms of R(rare), Ofoccasional), P(few), Mo(moderate), M(many), T(too numerous to count). 

_, ,_...., .-,__, I .- -___ __.-. 
N - )_..I -- ..- . . - ..-._. __...-- _--- 
N - 

2. Estimate average number per low-power field(l00 X) and report in terma of R(rare), O(occasional), E(few), Mo(moderale), M(many), T(too numerous to count). 
3. Estimate avetage number per high-power lleld(400 X) and report in terms of N(negative), L(ligbt), Mo(moderate), tl(beavy). 
- : Not detectable 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20) 
k&28% oa&~~tMf(~~,t~)~~J~~~~~~ - &%MICRSOY-20 (MS-20) 

Project Code : DV-TAO0 I99 

Individual Animal Data on Urine Sediment 
Study No. : SA00032 

Female -Group 3- 5 ml/kg/day 
j Animal ID 

! 

T 

t 

Cells’ 
RBC 

Casts’ 
Epithelial 

Others ----I J 

WBC - Granular 
1 

Epithehal 
Cells 

R _.. 
R 

.F: : 
.R 

R 
R 

R 
..R 

Hyaiine RBC 

! 
i- 

- 

L 

1010260009 
IO1 0260044 
1010260029 
1010260043 
1010260016 
1010260021 
1010260006 
1010260023 
1010260014 
1010260~49 

Animal ID 

1010260009 
1010260044 
101026OQ29 
1010260043 
1OlO260016 
lQiQ26QQZl. 
1010260006 
1010260023 
IQ10260014 
1010260049 

- 

. 

. 

. 

. . . _- 
_ _ ̂ __ 

: / 
.- __._, .--_ 

- “.. _.. -.- ._. ,..__ - I 
t 

L 

- _. _ _ _ I 

(Continue) 

1 fkosine 

.._. “. _ 

. 
* . ._ 

Cystifle I I- 
I 

I 
i 
.i 

Calcium 
Oxalate 

Hippuric 
Acid 

Imnioniun 
Birrrate 

Triple 
Phosphate 

F I 
0 
F ‘. 

‘Mo 

Bacteria 1 Yeast 1 Trichomonas 

” . 

_.. . 

(‘_ 

,/ , 
.- 

“,. .__ 
F -_ ._I 

I^ 
.,,F a_’ : 

I - 
(rare), O(occasional), F(reJ 

I I Vaginalis _ 
N . . --. -.- _ -- . .-__ -___ 

,:N -. 
. ..E - .-I ._.. 

_._ .-.. 
,>N ._ _ .._ -.u-;. - 

N--‘ . _ I.. ._^ _.._,_ -_.. .____ --....... 
N - . ._“. -.._ _ ..__ .._. _,____,_,_I_ 
N - .- -.. .-. - - . . ..- ._.. - -._. 
N - --- l.. I . . ._ -. ,. _._.__,, ^___ 
N - 

I. E&nate average number per high-power tield(400 X) and rei ; in tettrs of NT Mo0noderale). M(many), T(too numerc i to count). 
2. Esfimate average humber per low-power lieId(lO0 X) and report in terms of R(rare), O(occasional), F(few 43 Mo(modcmte), M(many), TQoo numerous to count). 
3. Estimate avekge number per high-power field(400 X) and report in terms of N(negative), L(hght), Mo(moderate), flfheavy). 
- : Not detectable 

M icrobes3 I 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20) 
k~28kaflat~~eMf(nBl~~)~~~~~~~~ - RLMICRSOY-20 (MS-20) 

Project Code : DV-TAO0199 

Individual Anin,; Data on Urine Sediment 
Study No. : SA00032 

4-J 

~ 

i 

L 

5 mlikp,Iday 
Animal ID -7- 

- 
Epithelial 

Cells 

Cells’ 

RBC WBC 

1010260010 
1010260017 
1010260011 
1010260030 
1010260012 
101026OOfiO 
10102601)24 
10102GOO37 
1010260601 
1010260003 

R 

R. 
R 
R 
R 
R 
R 

0. 
R 

* 

L 

i 
I i 
I 
/ 
I 

- 

1 
I L 
1 
i 

I 
i 
I L 

Hyaline : Granular 

. - 
j - 

I 

<! - 
- - 

- 1 - 

- <  - 

1 - 

- / - 

(Continue) Animal ID T Crystals I 

Uric Acid Leucine 
/Tvrosine 

Cystine 

1010260010 
lOlOi60017 

,to~o2q?oIl 
10102~0030 

‘$Y %%!2 
,lOli1260~50 
1010260024 
1010?6@3? 

,101026ooa1 
1010260003 

. _ ._ ._- 

Calcium 
/ 

Hippuric Ammonitn 
Oxalate Acid I Biurate 

-1 - 

- 1 : 

1 

, .- 

. _  ., . 

- 

.-._ . .- “.. 

- *  

_- __.” _. ~,.- 

x__. ” ..I “^_. 

-, _,- _. --. i ._;,. 

j - 
/ _” 
I - ., I._. . __I _.___ 

. . j -. 
I I‘ - I - I - 

1. Estimate average number per high-power field{400 X) and report in terms of R(rare), O(occasional), F(few), Mo(moder 

Casts’ 1 
Epithelial 

I 
RBC 1 WBC 

I - 

Others 1 

-...- -_ 
._.I _... 

-- - _--.- 

~’ .__ 

1 
-I 

_. 

- 
. . _. 

. _ ,  

.‘ 

Triple 
Phosphate 

. _ _ ., 
F 

._ _; 

_-. . . 
.- . 

0 .“. -, _ .,.-, 
F ._“._ L_, 

MO 
ate: 1, M@any), T(too numerous to count). . 

2. Estimate average number per low-power field(iOO X) and repart in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count). 
3. Estimate average number per high-power field(400 X) and report in terms of N(iiegative), L(light), Mo(moderate), l&heavy). 
- : Not detectable 





(,.“. __-_ r_, i/X ,< .,)_ (_ 
r - I -a. ‘,’ ‘( 
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN It. fS PRODUCT CODE MICRSOY-20 (MS-20) 
hfit28~ua861fa~lr(n4~E~)~~t~~~~~~ - 4%,% MICRSOY-20 (MS-20) -------------"----------------------------------------------------------"------~~---"-------------------~--~---------------- . 

Individual Animal Data on ffemalology 
__-_--------_-_---______________________-----------“------ 

QX~JS%Sh4hJhK~4k~ 

Project Code: DV-TAO0199 
Study Day :SD 29 

Group Animal I.D. Dose WBCs, RBCS Hb HCT MCV MCH 

Study No: SAOO032 
Sex: Male 

, MCtiC ,PLT 

1 
ml/kg/day (103/mm3) ( 106/mm3) (g/d0 W) (mm3) (pg) (%) (1 03/mm3) 

1010261005 0 7.7 7.43 15.1 45.5 61.3 26.3 33.2 938 

I 

1010261023 0 8.3 
1010261017 0 5.4 
1010261029 0 8.2 
101026lO22 0 - 8.2 
lOlOT 0 5.1 
lOIO261027 0 5.5 
1010261035 0 L 8.1 
1010261015 0 6.4 
1010261041 0 6.2 

7.25 15.1 44.7 61.7 20.8 33.8 888 
6.88 14.8 44.0 63.9 21.5 33.6 872 
7.34 14.7 45.0 i 61.3 20.0 32.7 1024 
7.91 15.5 46.8 59.2 19.6 33.1 897 
7.29 14.2 43.1 59.1 19.5 32.9 827 
7.43 15.7 46.6 62.7 21.1 33.7 913 
7.14 14.4 44.3 62-l 20.2 32.5 943 
7.75 15.4 47.0 60.7 19,9 32.8 955 
8.39 15.4 47.7 56.9 18.4 32.3 886 

b N 10 10 10 10 10 10 IL, 10 10 
Mean 6.91 7.48 15.03 45.47 60.89 20.13 33.06 914.3 _ ’ 
SD 1.32 0.43 0.49 1.50 2.02 0.88 0.51 54.0 

SIZM 0.42 0.14.-* Q.j.$. / . __ 0.48 ,0.64 :0:2s, @16 17.1.. 
__ - .; , .., .,,., __ __ _. 

Key: WBCs=WlkBlood Ceils (m.m3==p 1) 
RBCs=Red Blood Cells (mm3= fi 1) 
Hb=Hemoglobin’ 
HCT=Hematocrit 
MCV=Mean Corpuscular ‘i(olume 
MCikMean Corpuscular Hemoglobin 
MCHC-Mean Corpuscular Hemoglobin Concentration 
PLT-Platelet 



Project Code: DV-TAO0199 Study No: SAOO032 
Study Day :SD 29 

Group Animal I.D. Dose WBCs RBCS Hb HCT MCV 
Sex: Male 

MCH , MCHC , PLT 

2 
ml/kg/day (lO’/mm’) (1 06/mm3) (g/d]) % w m3) (I%) (%) 1 

1010261024 
( 03/mm3) 

1.5 9.6 7.78 14.9 44.4 57.1 19.2 33.6 931 
101026ZO44 1.5 8.0 7.51 14.7 45.1 60.0 19.6 32.6 852 
1010261003 1.5 6.2 7.24 15.0 45.2 62.4 20.7 33.2 907 
1010261028 1.5 6.9 7.53 15.6 47.4 63.0 20.7 32.9 876 
1010261016 1.5 . 6.2 7.06 14.2 43.1 61.1 20.1 32‘9 819 
1010261037 1.5 9.4 7.58 15.1 45.0 59.4 19.9 33.6 938 
1010261010 1.5 6.0 7.50 14.9 44.4 59.2 19.9 33.6 885 
1010261046 1.5 4.3 7.76 14.9 46.0 59.3 19.2 32.4 948 
1010261047 1.5 8.8 7.83 14.7 45.1 57.6 18.8 32.6 989 
1010261049 1.5 6.4 7.40 14.3 43.4 58.7 19.3 32.9 896 

N 
Mean 

SD 

10 
7.18 
1.71 

10 10 10 
7.52 14.83 44.9 1 
0.24 0.40 1.23 

10 10 
59.78 * 19.74 
1.91 0.64 

SEM 0.54 .-- 0.08 0.13 0.39.‘ _ m.0,60 ,. .0,20. ,I . I .0.14- ’ . .J57 
“. ,; ,, I” _.- j, . . . . - ^., .- 

10 
33.03 
0.45 

10 
904.1 . 
49.7 

Key: WBCsLWhite Bl&d Cells (mn?= fr 1) 
RBCs=Red Blood Cells (mm’= p 1) 
Hb=Hemogldbin 
HCT=Hematocrit 
MCV=Mean Corpuscular Volume 
MCH-Mean Corpuscular Hemoglobin 
MCHC=Mean Corpuscular Hemoglobin Concentration 
PLT=Platelet 



2X-DAY SUBACUTE ORAL TOXICITY STUDY IN RA’TS - PRODUCT CODE MICRSOY-20 (MS-20) 
h~28kufl8~~~ljf(~2~t~)~lt~~~l~~ - &$t MICRSOY-20 (MS-20) ’ .-------------“---------------------------------------------------------------=-~~---------------~-----------~------~------------------------------------------------------------------~ 

Individual Animal Data on Hematology 
4aX3S$~~h~hJfu.~~d~ 

Project Code: DV-TAO0199 Study No: SA00032 
Study Day :SD 29 

Group Animal I.D. Dose WBCs RBCs Hb HCT MCV 
$ei: 

MCH 8 MCHC 
Male 

,PLT 

3 
ml/kg/day ( 1 03/mm3) ( 1 06/mm3) (idI) (%) (pm3) (Pg) (%) (1 O’/mm3) 

1010261020 5 9.4 7.62 13.7 44.5 58.4 18.0 30.8 960 
1010261030 5 8.1 7.81 15.5 47.4 60.7 19.8 32.7 1021 
i010261001 5 6.0 6.76 13.9 42.6 63.0 20.6 32.6 962 
1010261042 5 5.8 7.36 15.3 46.4 i 63.1 20.8 33.0 892 
1010261002 5 - 5.9 7.30 14.6 44.3 60.7 20.0 33.0 854 

. 1010261013 5 7.7 7.97 15.4 47.2 59.2 19.3 32.6 900 
1010261026 5 6.8 7.36 15.0 45.6 61.9 20.4 32.9 899 
1010261031 5 7.5 7.69 15.7 47.7 62.0 20.4 32.9 911 
1010261011 5 6.4 8.13 15.0 46.7 57.5 18.5 32.1 933 
1010261019 5 6.6 7.82 15.1 46.0 58.8 19.3 32.8 862 

N 10 10 .io 10 10 10 10 10 
Mean 7.02 7.58 14.92 45.84 60.53 - ’ 19.71 32.54 919.4 
SD . . i.,.i,5 I”” . . .,_ ” OA@> .0;67- 1-m 1198 “0.93 xx67 50:7 
SEM 0.36 0.13 0.21 0.51 0.63 0.29 0.21 16.0 

Key: WBCs=&ite Blood ‘Cells (mm3= ,tt 1) 
RBCs=Red Blo?d Cells (mm’= p I) 
Hb=Hemoglobin 
lXT=Hematocrit 
MCV-Mean Corpuscular Volume 
MCH=Mean Corpuscular Hemoglobin 
MCHOMean Corpuscular Hemoglobin Concentration 
PLT=Platetet 



,----_-_-___.-------____________L_______---------------------- 
Individual Animal Data on Hematology i 

i 

Project Code: DV-TAO0199 
Study Day :SD 29 

Group Animal I.D. Dose WBCS REX3 Hb IICT MCV 

Study No: SA00032 
Sex: Male 

MCH 1 MCFE J?LT 
s ml/kg/day (1 03/mm3) ( 1 06/mm3) (g/dl) %  (pm3) (PI.0 (%) (1 03/mm3) 

4 1010261004 15 9.5 8.37 15.4 49.6 59.2 18.4 31.0 1219 
1010261050 15 12.6 7.92 15.7 47.4 59.8 19.8 33.1 916 
1010261045 15 9.5 7.98 15.7 47.0 58.9 19.7 33.4 1097 
1010261048 15 6.0 7.41 14.2 43.8 59.l 19.2 32.4 1157 
1010261038 15 _ 7.9 8.09 15.6 48.4 59,8 19.3 32.2 946 

’ 1010261043 15 11.8 7.77 14.8 46.4 59.7 19.0 31.9 993 
1010261007 15 8.2 8.iI7 15.2 47.6 59.0 18.8 31.9 1128 
1010261021 15 8.9 7.62 14.8 45.8 60.1 19.4 32.3 1090 
1010261012 15 8.9 7.62 14.9 46.2 60.6 19.6 32.3 902 
1010261040 15 9.7 7.94 15.5 47.2 59.5 19.5 32.8 947 

N 10 10 10 10 10 10 10 10 
Mean 9.30 7.88 15.18 46.94 5957 _ ’ 19.27 32.33 1039.5 

SD 1.88 0.28 ..h 0.49 1.56 0.54 0.43 0.68 112.2 

Key: WBCs=&hite Blood Cells (mm3=~ 1) 
RBCs=Red Bloqd Cells (mm3= ,U I) 
Hb=Hemoglobin 
HCT~HematoCrit 
MCV=Mean Corpuscular Volume 
MCH=Mean Corpuscular Hemoglobin 
MCHC=Mean Corpuscular Hemoglobin Concentration 
PLT-Platelet 

Prepared by: BcY5’y l”‘J’ Checkedby: gc, -Lh‘ Yay 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20) 
k~k28*oaa~~;I%tJ~(n~t~>~~~1711~ - &% MICRSOY-20 (MS-20) ' -------------------------------------------------------------------------------~~----. --__--_--_----------________r___________----------------.----------------------------.------------ 

Individual Animal Data on Hematology 
4Ic3~l~~~JyIh~~~i~ 

Project Code: DV-TAO0199 Study No: SA00032 
Study Day :SD 29 

Group Animal I.D. Dose WBCs RBCS Hb HCT MCV MCH 
Sex: Female 

1 MCHC , PLT 

1 
ml/kg/day ( 1 03/mm3) (1 06/mm3) (g/dl) (%) (flrn’) hi?) % ( 103/mm3) 

1010260035 0 4.4 ‘7.09 14.9 44.1 62.2 21.0 33,8 928 
1010260046 0 3.6 6.63 
lOiO260004 0 5.6 7.40 
10 10260034 0 3.3 7.16 
1010260038 0 . 3.4 7.20 

- 1010260042 0 3.4 7.35 
1010260015 0 3.6 7.47 
1010260031 0 3.7 7.37 
1010260013 0 3.4 7.36 
1010260045 0 3.3 7.39 

13.8 40.4 61.0 20.8 
14.8 43.8 59.2 20.0 
14.7 43.2 i 60.4 20.5 
14.6. 43.6 60.5 20.3 
14.4 43.7 59.4 19,6 
14.3 43.8 58.7 19.1 
14.8 43.6 59.2 20.1 
14.6 43.0 58.4 19.8 
14.6 43.2 58.4 19.8 

34.2 919 
33.8 992 
34.0 . 633 
33.5 885 
33.0 987 
32.6 928 
33.9 807 
34.0 1023 
33.8 966 

N 10 10 10 10 10 10 10 10 
Mean 3.77 7.24 14.55 43.24 59*74 - 20.10 33.66 906.8 - 

SD 0.72 ,_ / _. -, / 02% ?:32 ,. om ,., 11??1 _ c-!? ,. . .L/__. . 
SEM 0.23 0.08 0.10 0.33 0.16 36.1 

Key: WBCs=Wbite Blood i=clls (mm’= fi I) 
RBCs=Red Biqod Cells (rnm3= ,U I) 
Hb=Hemoglobin 
HCT=Hematocrit 
MCV=Mean CorpuscularVolume 
MCH=Mean Corpuscular Hemoglobin 
MCHC=Mean Corpuscular Hemoglobin Concentration 

_ PLTzPlatelet 



Project Code: DV-TAB0199 
Study Day :SD 29 

Group Animal LD. Dose WBCs RBCS Hb HCT MCV 

Study No: SA00032 
Sex: Female 

MCH , MCHC , PLT 
ml/kg/day ( 103/mm3) ( 106/mm3) 

1010260d19 1.5 
(ddb % (/.irn3) (Pii9 % (103/mm3) 

2 5.1 7.82 15.4 45.4 58.0 19.7 33.9 1037 . 
1010260026 
1010260008 
*1010260027 
1010260040 
1010260041 
101026QO20 
1010260036 
1010260025 
1010260033 

1.5 
1.5 
1.5 
1.5 - 
1.5 
1.5 
1.5 
1.5 
1.5 

4.6 
4.3 
*4.6 
3.4 
3.5 
4.0 
5.0 
4.4 
4.2 

7.66 
7.20 
*6.87 
7.30 
7.07 
7.76 
7.55 
6.88 
7.21 

15.3 
14.7 

*13.6 
14.7 
14.0 
14.6 
15.4 
14.1 
14.6 

45.3 
44. I 
*40.2 
43.4 
41.4 
44.8 
44-2 
40.4 
43.1 

59.2 
61.3 
*58.5 
59.4 
58.5 
57.7 
58.5 
58.7 
59.8 

20.0 33.8 906 
20.4 33.3 860 
*19.8 *33,8 *581 
20.1. 33.9 702 
19.8 33.8 954 
18.8 32.6 1019 
20.4 34.8 975 
20.5 34.9 780 
20.2 33.9 1143 

N 9 9 9 9 9 9 9 9 

Mean 4.28 7.38 14.76 43.57 59.01 ’ 19.99 33.88 930.7 - 

SD 0.59 0.33 0.52 1.72 1.08 0.52 0.70 135.7 

SEM 0.20 0.13 0.17 0.57, 0.36 0.17 0.23 352 ___ _ ” , * . ,., ,,. 
?: Samp]e..cqg&t&~, ” . . - .‘ . I( _ ,._ . - : 

Key: WBCsLWhite BIdid Cells (mm3= fi 1) 
RBCs-Red Blood Cells (mm3=p I) 
Hh=HemoglotJin 
HCT=Hematocrit 
MCV=Mean Corpuscular Volume 
MCH=Mean Corpuscular Hemoglobin 
MCHC=Mean Corpuscular Hemoglobin Concentration 
PLT=Platelet 
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W D A Y  S U B A C U T E  O R A L  T O X IC IT Y  S T U D Y  IN  R A T S  - P R O D U C T  C O D E  M IC R S O Y -2 0  (M S -2 0 ) 
h ~ 2 8 ~ .a a ~ ~ ~ a w ,l m < ~ ,~ ~ ~ ~ )~ ~ ~ ~ ~ ~ ~ ~  -  & %  M IC R S O Y -2 0  (M S - 2 0 )  *  - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -“-- - -“”--- - - -“““““-“““““““““-“-““““““““””””””““““““““““““““““““*“““““““””””“““”“”“““”““““““““”””””““””“““““““”””””“”””””“””“””““”“”““,  

In d i v i d u a l  A n i m a l  D a ta  o n  Il e m a to l o g y  
B l % f% % $ b $ h h i & + * ti  

P ro j e c t C o d e : D V -T A O 0 1 9 9  
S tu d y  D a y  :S D  2 9  

G ro u p  A n i m a l  I.D . D o s e  W B Q  R B C S  I-l b  H C T  M C V  M C H  

S tu d y  N o : S A 0 0 0 3 2  
S e x : F e m a l e  

, M C H C  , P L T  

3  
m l /k g /d a y  (1  0 3 /m m 3 ) (1  0 6 /m m 3 ) (g /d l )  %  (p m 3 ) ( P i ? )  (% ) (I 0 3 /m m 3 ) 

1 0 1 0 2 6 0 0 0 9  5  3 .6  7 .3 9  1 5 .0  4 5 .2  6 1 .1  2 0 .3  3 3 .2  9 4 8  
1 0 1 0 2 6 0 0 4 4  5  4 .2  7 .0 9  1 4 .0  4 2 .0  5 9 .2  1 9 .7  3 3 .3  8 6 3  
1 0 1 0 2 6 0 0 2 9  5  3 .4  7 .4 3  1 5 .0  4 5 .0  6 0 .6  2 0 .2  3 3 .3  8 8 2  
1 0 1 0 2 6 0 0 4 3  5  2 .9  7 .6 5  1 5 .4  4 5 .2  : 5 9 .1  2 0 .1  3 4 .1  8 8 3  
IO l Q 2 6 0 0 1 6  5  . 3 .6  7 .3 9  1 4 .4  4 3 .7  5 9 .2  1 9 .5  3 3 .0  1 0 9 2  
IO  1 0 2 6 0 0 2  1  5  4 .5  7 .4 2  1 4 .6  4 3 .7  5 8 .9  1 9 .7  3 3 .4  1 1 3 6  
1 0 1 0 2 6 0 0 0 6  5  2 .5  7 .1 5  1 3 .9  4 1 .5  5 8 .0  1 9 .4  3 3 .5  9 9 5  
1 0 1 0 2 6 0 0 2 3  5  5 .4  7 .7 3  1 4 .7  4 5 .4  5 8 .7  1 9 .0  3 2 .4  8 5 1  
1 0 1 0 2 6 0 0 1 4  5  3 .8  7 .2 1  1 4 .6  4 3 .3  6 0 .1  2 0 .2  3 3 .7  9 7 5  
1 0 1 0 2 6 i )O 4 9  5  3 .6  6 .7 7  1 4 .1  4 1 .3  6 1 .0  2 0 .8  3 4 .1  7 8 9  

N  1 0  1 0  1 0  1 0  l a  1 0  1 0  1 0  
M e a n  3 .7 5  7 .3 2  1 4 .5 7  4 3 .6 3  5 9 .s 9  *  1 9 .8 9  3 3 .4 0  9 4 1 .4  . 

S D  0 .8 1  0 .2 8  0 .4 8  $ 5 9 . 1 .m  0 + 5 3  0 .5 1 . 1 .1 & l  ^  . *  
S E M  ‘” ‘. ‘.’ 

‘@ 2 6 ‘ _  -i j . o Ii -5 ’ (j  
0 ‘5 0  0 .3 3  0 .1 7  0 .1 6  3 4 .8  

K e y : W B C s = W k te  B l o o d  C e l l s  (m m 3 =  ~ 1 ) 
R B C s = R e d  B l o o d  C e i l s  (m m 3 =  f~  I) 
Il b = H e m o g l o b i n  
H C T = H e m a & o c ri t 
M C V = M e a n  C o rp u s c u l a r ,Vo l u m e  
M C H = M e a n  C o rp u s c u l a r H e m o g l o b i n  
M C H C = M e a n  C o rp u s c u l a r H e m o g l o b i n  C o n c e n tra ti o n  
P L T = P l a te l e t 

P re p a re d  b y : 



Z8-DAY SUB 

---------w 
Individual Animal Data on H~matoiogy 

4zLwwwJdn{R6&3lfr 

Project Code: DV-TAO0199 
Study Day :SD 29 

Group Animal I.D. Dose WBCs RBCS 

ml/kg/day (1 03/mm3) ( 106/mm3) 
4 1010260010 15 5.0 7.43 

1010260017 15 3.7 6.84 
1010260011 15 4.1 7.47 
1010260030 15 4.3 7.37 
1010260012 15 - 2.1 7.79 

. 1010260050 15 2.8 7.65 
1010260024 15 5.0 7.98 
1010260037 15 4.9 7.02 
1010260001 15 4.2 7.46 
l010260003 15 4.9 6.85 

Hb HCT MCV 
W W  (“A) (fim3) 
15.1 44.7 60. I 
13.8 41.0 60.0 
14.3 44.4 59.4 
13.9 41.9 56.9 
14.2 43.1 55.3 
15.3 46.1 60.3 
15.3 45.6 57.1 
14.1 41.3 58.9 
15.2 45.4 60.9 
14.1 41.2 60.2 

Study No: SA00032 
Sex: Female 

MCH 1 MCHC 1 PLT 
(Pg) (%) (1 03/mm3) 
20.3 33.8 1080 
20.2 33.7 1048 
19.1 32.2 963 
18.9 33.2 1099 
18.2 32.9 958 
20.0 33.2 965 
19.2 33.6 971 
20.1 34.1 969 
20.4 33.5 1122 
20.6 34.2 972 

N 10 10 10 10 10 10 10 10 
Mean 4.10 7.39 14.53 43.47 58.91 - 19.70 33.44 1014.7 5 __ 

SD. .” 
x ..‘ _^ _, 

om- 
_ 

03%. 0;62, 2:oo ‘.I 1.85. 0.w 0.59’ 65.1 
SEM 0.3 1 0.12 a.19 0.63 0.58 0.25 0.19 20.6 

key: WBC&Vhite Blood Cells (mm3= ,u 1) 
RBCs=Red Blqod Cells (mm3= fl I) 
Hb=Iiemoglobin 
I KT=Hematocrit 
MCV=Mean CorpuscularVolume 
MCH=Mean Corpuscular Hemoglobin 
MCHC=Mean Corpuscular Hemoglobin Concentration 
PLT=Platelet 

Prepared by: 



0 Individual Animal Data on Hematology-Coagulation Analysis 
+kmJ~a~&~*?$:&;BSk - Jfdsmw*;tri 

-- 



SUBACUTE ORAL TCMCITY STUDY IN RATS - PRbDUCT CODE 
MICRSOY-to (MS20) 

~~~~~~PBSL~~~~~(IZ~~)~~,~~ - &St b¶IGIL‘soY-20 G6-20) L__-------.------,.- -----------------.---"-.---------c--------------.*------~------*--------------- 
Individual Ammal Data on Hematology - Coagulation Analysis 

@lXll%Mim~~&t$Btr~ - JkmREJal$ 

et Code: DV-‘fAO0199 Stidy No: SA00032 

1010261023 
1010261017 
1010261029 
1010261022 
1010261034 
1010261027 
1010261035 
1010261015 _, 
1010261041 

14.8 21.4 
15.3 : 17.1 
14.6 18.9 
15.2 17.3 
16.2 16.1 
18.6 25.2 
15.5 22.1 
14.7 20.3 
18.4 22.8 

t N 10 10 
Mean 15.8 20.2 

SD 1.5 2.9 I 
SEM 0.5 0.9 

2 1010261024 1.5 15.9 18.3 
1010261044 1.5 16.0 ’ 19.6 
1010261003 1.5 19.6 25.0 
1010261028 1.5 14.9 24.5 
1010261016 1.5 16.0 .19.1 
1010261037 1.5 15.5 20.6 
1010261010 1.5 15.2 19.6 
1010261046 1.5 15.6 19.1 
1010261047 1.3 14.8 21.8 
1010261049 1.5 17.1 23.7 

N 10 10 1 
Mean 16.1 21.1 . 

SD 1.4 2.5 
SEM 0.5 0.8 _ 

’ : -=CONTINuE~ 

PT = Prothrombin time 
APTT = Activated partial thromboplastine time 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE 
MIcRsoY-JO (MS20) 

A&Z8k mlliEwm~*(g&~E~*ti~~ - &!k YICRSdY-20 wxxJ> *-----------v----- -,,,,,,--,---,,-i----------r--u--------~---------------------~------.---------------- 
Individual Animal Data on Hematology - Coagulation Analysis 

Prqject Code: DV-‘f A00 199 ‘Study No: SA00032 
Days on Test :SD 29 Male 

Group Anhal I.D. Dose PT APTT 
ml/kg/day (set) (se4 

3 . 101026lO20 5 .16.2 ; 22.3 
1010261030 
1010261001 
1010261042 
1010261002 
1010261013 
1010261026 
1010261031 
1010261011 . 
1010261019 

15.1 21.6 
17.0 : 22.1 
17.1 22.1 
16.4 19.7 
17.3 24.6 
14.3 23.7 
15.5 19.0 
19.1 25.9 
17.1 26.8 

I N 10 10 
Mean 16.5 22.8 

SD 1.3 _ 2.5 I 
SEM 0.4 0.8 

4 1010261004 15 14.6 
1010261050 15 14.5 
1010261045 15 14.7 
1010261048 15 16.5 
101~261038 15 16.8 
1010261043 15 14.8 
1010261007 15 18.6 
1010261021 13 14.9 
1010261012 15 16.6 
1010261040 15 15.6 

21.1 
‘: 

21.0 
19.9 
22.6 
.23.7 
21.8 
25.9 
19.0 
24.1 
23.5 L 

N 10 10 I 
Mean 15.8 : 22.3 - 

SD 1.3 2.1 
SEM 0.4 0.7 - 

<END> 

Key: PT = Prothombin time 
APTT = Activated partial. thromboplastine time 



; 28:DAY SUBACUTE OlzAL TOXICITY STUDY IN RATS - PFUDWCT CODE 
MICRSOY-20 (MS20) 

hL28koWWf~~%(~~~~)~-,~~~ - 4-t%& MIGRS0t-20 (MS-20) ~c.----""""""T~-~-------~-----~"---------------------------""------~---------------------- 
Indrvldual Ammal Data ob-Hematology - Coa@ation halysis 

@lXlJ%&%&fj3&%&% - IRAQ *#ft 2 

Project Code: DV-$A00199 Study No: SA00032 
Days on Test :SD 29 

Group Animal I.D. Dose 
Female 

PT ; APTT 
ml/kg/day (se4 ‘set) 

1 _ 1010260035 0 15.5 18.3 
1010260046 0 14.0 14.8 
1010260004 0 14.3 . 18.1 
1010260034 0 17.3 15.7 
101026OU38 0 -14.5 16.6 
1010260042 0 14.8 15.2 
1010260015 0 14.4 17.0 
1010260031 0 14.0 17.8 
1010260013 '., 0 15.9 13.1 
1010260045 0 15.5 13.4 

I N 10 IO 
Mean 15.0 16.1 

SD 1.0 1.7 
I SEM 0.3 0.6 

2 1010260019 1.5 15.0 
1010260026 1.5 14.4 
1010260008 1.5 16.0 
1010260027 1.5 20.6* 
1010260040 1.5 16.1 
lOlb260041 1.5 13.9 
1010260020 1.5 15.5 
1010260036 12 15.0 
1010260025 1.5 15.5 
1010260033 1.5 14.3 

N 
Mean 

SD 

9 9 I 
15.1 16.3 - 
0.8 2.1 

16.1 ‘$ 
17.0 
14.3 
33,4* 
-14.3 
20.9 
-17-6 
14.3 
15.6 
17.0 

*:Slight Coagulation 

PT = Protbrombin time 
APTT = Activated partial thrombophstine time 



2%DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PROiDUCT CODE 
nn .MICRsOY-20 (MS2,O) 

kLz&*o~f~~~~(BWl~)~~~;~ - 45% MIGRSOY-20 (W-20) ---------------------=-----------------------------------~-”--------*-~--~------~------*------ 
Individual Animal Rata on Hergatology - Coagulation AnaQsis 

43lM%~~&~~~&~ - Jf%?GktQa@ 

Project Code: DV-HA00199 Study No: SAOO032 
Days on Test :SD 29 Female 

Group Animal I.D. Dose PT ’ APTT 

3 . lOlU260009 5 
1010260044 5 
1010260029 5 
1010260043 5 
1010260016 5 
1010260021 5 
1010260006 5 
1010260023 5 
1010260014 :, 5 
1010260049 5 

15.6 17.9 
14.7 14.8 
14.4 * 19.0 
15.3 15.5 
15.0 17.9 
16.5 14.8 
19.1* 23.8* 
14.0 20.4 
14.3 18.7 
14.2 18.4 

I N 9 9 
Mean 14.9 17.5 

SD 0.8 j 2.0 I 
SEM 0,.3 0.7 

4 1010260010 15 15.3 
1010260017 15 16.8 
1010260011 15 16.0 
1010260030 15 16.2 
1010260012 15 15.6 
1010260050 15 13.8 
1010260024 15 15.6 
1010260037 15 15.6 
1010260001 15 14.1 
1010260003 15 15.5 

17.3 
19.5 
17.2 
16.6 
16.7 
17.0 
17.3 
18.3 
16.8 
16.8 1 

N 10 10 fl 
Mean 15.5 17.4 _ 

SD 0.9 0.9 
SEM 0.3 0.3 - I. 

. <END> 
*:Slight Coa,aulation 

Key: PT = Prothrombin time 
APTT = Activated partial tbromboplagine time 

Prepared by: yw-ti yhT 
Checked by: 

kc r8,k.j 

n~-~ AA c%2c.\8,~4~ 
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0 Individual Animal Data OR JSematology-Wkite Blood CelIs Differential Count 
@BlR*~*&~a*-*& - l%~**&Bt* 



~&DAY SUBACUTE oRAL TOXICITY snnx IN RATS PRODUCT CODE MrcgiowOp~s-20) 
~*9128AoN1*!~Mf(B~~f)i~i~~ - RX UCRSOY-20 ~(MSrZO) 

Code: W-TAO0 199 Study No: SAOO032 
Male 

Grouo I 0 mi/ke/dav 
As&al I.D. 3urd (%L Ncu &, Ear I%1 Bw (%l Mono (%i Lyn (%l c3rawb@ CA, F4R!m100 wc Remarlu 

1010261005 0 8 0 0 .5 a7 a 0, 
1010261023 0 7 0 0 
1010261017 0 16 0. 0 
101026iO29 0 3 1 0 
1010261022 0 1 6 I 0 
1010261034 0 7 0 0 
1010261027 0 8 0 0 
1010261035 0 5 I 0 
1010261015 0‘ 8 I 0 

92 7 
a0 ~16 
96 4 
92 7 
90 7 
89 a 
88 6 
a5 9 

0 
0 
0 
0 
0 
0 
0 
0 

1010261O41 0 14 0 0 3 a3 t4 0 
N IO 10 10 IO 10 10 10 10 

MC30 0.0 a.2 0.4 0.0 3.2 88.2 8.6 I 
SD 0.0 3.9 0.5 0.0 2.1 4.7 3.7 

0.0 
0.0 

Grouu 2 1.5 mlkdday ., 
Anin!aILD. Band (%.) Neu I%) Ear I%t &Is0 (%l Mono f%J LPI%> ciimdcdl%) NRBu1wwac RCmukS 

1010261024 0 5 0 0 0 95 s : 0 
1010261O44 0 S 0 0 1 94 s 0 
1010261003 0 IO 1 0 S a4 11 ; 
1010261028 13 0 13 z 
1010261016 

i 
4 0 

ii :. iit 
4 1 

1010261037 0 2 I 0 2 95 3 0 
1010261010 0 9 0 0 3 88 9 0 
1010261O46 0 S 0 0 4 91 ' s 0 
101026IO47 0 19 0 0 4 77 19 . 0 
1010261049 0 15 0 0 1 84 15 0 

N 10 10 IO 10 IO 10 10 10 
Mean 0.0 8.7 0.2 0.0 2.5 88.6 8.9 : 0.1 
SD 0.0 5.5 0.4 0.0 1.6 6.2 5.4 0.3 

Gmuo 3 S m&gklav 
Animal I.D. Band (%j Neu (Ii Ear (%J Base PAI Mono (%t Lym(%b ‘Gtamkc&,%, M(sc’,oowsc Remarks 1010261020 0 9 0 0 2 89 9 ', 0 , 

1010261030 
1010261001 
1010261O42 
1010261OO2 
1010261013 
1010261026 
1010261031 
1010261011 

11 
12 
6 
5 
13 
4 
7 
11 

86 11 
80 12 
94 6 
91 6 
a4 "13 
92 4 
92 7 
87 11 

1010261019 0 6 0 0 0 94 6 : 0 
N 10 10 10 10 10 10 10 : - 10 

MIX0 0 a.4 0.1 0.0 2.6 88.9 8.5 0.0 
SD 0 3.2 0.3 0.0 2.3 4.6 3.1 0.0 

Grouu 4 IS mlkddav 
Animal I.D. Band P4 Ncu (%> Eos ~%~ ’ l%o(%l Mono (Xi Lm f%j tifadm+(Y.~ NRBcwowac Remarkr 

101026IOO4 0 S 0 0 I 94 s : 0 
1010261OSO 
1010261015 
1010261O48 
1010261038 
1010261043 
1010261OO7 
1010261021 
1010261012 

4 0 0 1 95 4 0 
7 1 0 3 a9 a 0 
13 2 0 4 al IS 0 
S 1 0 3 91 6 0 
6 0 0 4 90 6 0 ' 

21 1 0 1 77 22 0 
.Y 1 0 2 a8 10 0 
7 0 0 4 88 8 0 

101026lO4O 0 9 0 0 2 a9 9 0 - 
N  10 10 10 10 10 10 10 10 

Mean 0.1 8.6 06 0.0 2.5 88.2 9.3 0.0 
SD 0.3 s.l 0.7 0.0 1.3 5.5 5.4 0.0 

Key: WBC-kukocyw. Band-b&d cell, Neu-neuoophiL Eos-eosinOphiL Ba$o-basophil. Mono-mon~c. Lya4yatphmyte. 



28;DAY SUBACUTE ORAL TOXIClTY STUDY LN RATS PRODUCT CODE MkRSOY-20 (MS-20) 
hL28k~~~~%l~(H~~.)Whl~ - RR YICI?~Y-2Q Ok+20) 

Code: DV-TAO0199 Study No: SAOO032 
Fepk 
Grout 1 0 mYke/dav 

Aairml LD. Band f%) Ncu (%I Ear IX1 Ba.so (%) Mono f%) Lyn f%I G&laoaiM NR8C’IW WBC RCl7SXk.S 
1010260035 0 8 0 0 3 89 ‘8 : 0 
1010260046 0 19 2 0 3 76 21 0 
101026OcO4 0 12 I 0 4 83 13 0 '. 
1010260034 0 7 I 0 0 92 8 0 
1010260038 1 4 0 0 0 95 5 ; 0 

' 1010260042 0 2 0 0 0 98 2 0 
1010260015 0 16 0 0 4 80 16 1 0 
1010260031 0 - IO 2 0 2 86 l2 0 
1010260013 0 6 0 0 2 92 6 0 
1010260045 0 5 0 0 2 93 5 : 0 

N 10 IO 10 10 10 10 to : 10 - 
Mean -0.1 8.9 0.6 0.0 2.0 88.4 9.6 0.0 
SD 0.3 5.4 0.8 0.0 1.6 7.0 5.8 0.0 

. 
Gmu~ 2 1.5 mI/kddav 

Animal I.D. Band (%) Ncu (X) Eos PAI  Bar0 (%) Mono C%) Lrm(%) C4mr~iY.\ NaBcmo WBC Remarks 
1010260019 0 I 0 

: 

3 

101026W26 0 7 0 0 ;Yi 

' I ,O 

7 1010260008 0 5 0 0 .5 90 5 x 

1010260027 : 14 0 i 2 z I4 1010260040 17 1 1 18 : 8 
1010260041 0 15 2 0 2 81 17 0 
1010260020 0 5 2 0 3 90 7 0 
IO10260036 0 3 0 ., 0 1 96 3 0 
1010260025 0 5 0 0 3 92 5 0 
1010260033 0 8 I 0 0 91 9 I 0 

N 10 10 10 10 10 .I0 10‘ 10 
Mean 0.0 8.0 0.6 0.0 2.0 89.4 8.6 0.0 
SDt 0.0 5.5 0.8 0.0 1.6 5.6 5.9 , 0.0 

Grouu 3 5 mL'ke/dav 
AnimxlID. Band(%) Nsu (%I E m  (%I Baw, t%) Mono (%.) Lyn (%I CWlauw~%l NP.aC~~cm WC RMl& 

1010260009 0 11 0 0 1 88 11 i 0 
lO10260044 
1010260029 
1010260043 
1010260016 
1010260021 
101026OQO6 
1010260023 
1010260014 

6 
3 
12 
8 
6 
2 
7 
10 

I 93 6 
1 96 3 
1 85 14 
2 90 8 
1 92 7<.; 
0 98 2 
5 86 9 
1 88 II 

1010260049 0 II 1 0 2 86 12 ' 0 
N 10 10 IO 10 10 IO 10 : 10 

. Mean 0.0 7.6 0.7 0.0 1.5 90.2 8.3 lo.0 
SD 0.0 3.4 0.8 0.0 1.4 4.4 3.9 : 0.0 

Grout 4 15 m&z/day 
Animal I.D. Bad (%I NW (%) Eas I%) BPUI  (%I Mono I%) Lwn m  Grmud(yt) NRtWlW WBC REl l tAS 

101~260010 0 4 1 0 0 95 5 0 
1010260017 0 4 3 0 I 92 7 0 
1010260011 0 0 I 0 I 98 1 0 t 
1010260030 0 6 0 0 2 92 6 0 
1010260012 0 17 2 0 6 75 19 0 ' 
1010260050 0 11 0 0 4 85 11 0 
1010260024 0 5 2 0 2 91 7 0 
1010260037 0 8 I 0 2 89 9 0 , 
101026WOl 0 5 0 0 3 92 5 0 - 
1010260003 0 IO I 0 0 89 II 0 

N 10 10 10 10 10 10 10 : 10 
Mean 
SD 

0.0 
0.0 

7.0 
4.7 

1.1 
1.0 

0.0 
0.0 

2.1 
1.9 

89.8 
6.3 

8.1 : a.0 
4.9 0.0 



0 Individual Animal Data on Serum Chemistry 
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k~28~uoRt3f~QftJ~(~,~~t~rrl;)-sfc~~~iL~~1% - R%t MICRSOY-20 (MS-20) 
Individual Animal Data on Serum Biochemistry 

~~~lJt$~~l~~dnj~h~t~d4~~ 
Project Code: DV-TAO0 199 Study No: SA00032 
Days on Test : SD 29 Sex: Male 
Animal ID Dose ALT AST ALP TP ALP A/G TG Cl-10 LDH CPK GLU BUN UA CRE Ca P Na k Cl fT-BILD-BIL r-GT 

mtidday U/1 U/l. U/l g/d1 g/d1 mddl mg/dl U/l U/l mg/dl m&l! mg/di mg/dl mgkll m&i1 m Eqll m Eq/l m Eq/l mgId1 mddl U/l 
1010261005 0 30 175 219 4.8 3.1 1.8 70 60 2131 1390 168 24.6 1.0 0.8 10.5 8.1 145 4.5 97 0.01 0.03 ‘1.4 
1010261023 0 30 159 175 4.7 _ 3.2 2.1 49 54 1615 1003 100 17.8 0.9 ,0.7 10.4 9.3 146 4.2 101 0.01 0.02 0.7 
1010261017 0 29 190 198 4.6 3.1 2.1 59 56 2364 1523 142 19.5 1.1 0.7 10.4 9.3 145 4.0 99 0.03 0.02 0.2 
1010261029 0 31 172 166 4.8 .-3.2 2.0 53 60 1894 1433 89 1717 1.0 0.7 10.5 8.6 146 4.3 100 0.03 0.02 0.6 
1010261022 0 - 20 140 140 4.4 3.0 2.1 27 50 1398 884 75 15.9 1.6 0.7 9.3 7.6 150 4.0 105 0.02 0.02 0.6 
1010261034 0 31 188 166 4.7 3.0 1.8 44 55 2300 2260 88 16.2 1.0 0.7 10.4 8.7 147 4.0 104 N.D. 0.00 N.D. 
1010261027 0 33 155 220 4.9 3.1 1.7 95 73 1522 1078 135 18.4 0.9 0.6 10.3 9.0 146 4.0 100 0.01 0.02 0.9 
t010261035 0 34 224 I29 4.8 3.0 1.7 22 62 2711 2069 87 21.0 1.2 0.8 10.4 9.1 149 4.1 104 N.D. 0.01 0.2 
1010261015 0 25 163 101 4.7 3.1 1.9 66 67 1878 1216 92 13.8 1.0 0.6 10.1 7.9 145 4.4 102 0.03 0.00 0.4 
1010261041 0 36 139 204 5.0 3.2 1.8 81 60 1350 959 149 15.3 1.0 0.7 10.4 8.8 143 4.3 97 0.04 0.03 0.4 

N 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 8 l(r 9 
Mean 29.9 170.6 171.8 4.74 3.10 1.90 56.6 59.7 1916.3 1381.5 112.5 18.02 1.07 0.70 lo:27 8.64 146.2 4.18 100.9 0.02 0;02 0.60 

CJD L .__ ,4.6 25;6. 39.7 -t&16- 0~38 -0,1:6 2267 -‘6.7 .455&46&2 32-6 3X. 0.21 0.07. 036, 0.53 . 2‘.Q. 0.]>9. 2,8.. q.61, g,O! ?$ 
SEM 1.4 8.1 12.6 0.05 0.03 0.05 7.2 2.1 143.9 147.4 10.3 0.99 0,07 0.02 0.11 0.19 0.6 0.06 0.9 0.00 0.00 0.13 

ND. : Not Detectable , 

Key : ALT=Alanine aminotransferase ; AST=Aspartate aminotransferase : ALP=Alkaline phosphatase ; TP-Total protein ; ALI3=Albumin ; A/G=Albnn~itllClobulin(Calculated) ; 

TG=Triglycerides : CHO=Cholesterol ; LDH=Lactate dehydrogenase ; CPK=Creatine phosphokioase ; GLU=Ghlcose ; BUN=Blood urea nitrogen ; UA=Uric acid ; 

CRE=Creafinine ; ‘Ca=Calchmril ; P+%ospborus :,Na=Sodium : K=Potassium ; C1=ChIoride I T-BIL=Totai bilirubin : D-BiL=Direct bilintbin : r-GT=r-Glutamyl transferase 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20) 
k~it28kuRWf~~Jl(~,~,t~)~~t~~~~~~ - *rt% MICRSOY-20 (MS-201 

Individual Animal Data on Serum Biochemistry 
~~r41J~~~~~~~~~~~~t~%~~~ 

reject Code: DV-TAO0199 Study No: SAOO032 
ays on Test : SD 29 Sex: Male 
nimal ID’ Dose ALT AST ALP TP ALB A/G TG ,CHO LDH CPK GLU BUN UA CRE Ca P Na K- Cl T-BILD-BIL t-GT 

ml/kglday U/l U/I. U/l g/d1 s/d1 mg/dl mg/dl U/l U/l mg/dl mg/dl mg/dI mg/dl m&l1 mg/dl m Eq/l m Eqll m Eqll mgldl mg/dl U/I 
DO261024 1.5 30 179 170 4.8 3.2 2.0 39 56 1985 1271 89 17.2 I.1 0.7 10.2 9.0 146 4.5 101 0.04 0.03 0.3 
)10261044 1.5 33 179 167 4.6 3.1 2.1 5G 67 2156 1719 88 15.9 1.0 0.7 10.3 9‘3 145 4.4 101 0.02 0.00 0.5 
)I0261003 1.5 28 123 143 4.8 3.1 1.8 52 59 1142 799 156 2l.z 0.9 0.7 9.9 8.6 146 3.9 103 0.03 0.02 1.1 
310261028 1.5 27 149 I89 4.8 3,l 1.8 41 66 1652 1044 82 16’1 1.0 0.7 10.3 8.8 147 4.1 103 N.D. 0.01 N.D. 
)10261016 1.5. 32 129 168 4.7 3.1 1.9 84 63 1127 802 98 14.9 0.9 0.7 10.1 7.6 146 3.6 101 0.03 0.01 0.3 
)10261037 1.5 37 101 205 4.7 3.1 1.9 63 52 693 524 112 16.0 0.8 0.7 10.4 8.6 146 4.2 103 0~04 0.02 0.3 
f10261010 1.5 29 137 187 4.6 3.0 1.9 36 57 1280 945 99 16.4 0.9 0.7 10.0 8.6 146 3.6 101 0.05 0.03 0.8 
)I0261046 1.5 31 192 212 5.1 3.2 1.7 41 79 2415 1540 81 19.3 1.1 0.9 10.1 9.5 148 4.1 103 0.00 0.00 N.D. 
I10261047 1,5 27 208 182 5.1 3.2 1.7 45 56 2595 1756 86 20.3 1.1 0.8 10.1 9.5 147 4.1 99 0.03 0.00 0.7 
)I0261049 1.5 26 121 * 165 5.1 3.3 1.8 92 63 919 638 79 14.2 0.8 0.7 10.4 9.0 146 4.6 101 0.01 0.00 0.8 

N 10 10 10 IO 10 10 10 10 10 10 10 IO tU 10 10 10 10 10 10 9 1.0 _ 8 
Mean 30.0 151.8 178.8 4.83 3.14 1.86 54.9 61.8 1596.4 1103.8 97.0 17.15 0.96 0.73 IV:;8 8.85 146.3 4.11 101.6 0.03 0.01 0.60 

SD .' .- 3:4- -35~5 2&5- ‘0;20 0.88, ,0.+3, 19~4 -79 -661.4 &#5;7- 23:l 2.W @.-l-Z 0:07 ,0,1”1 O.s’B 0.8 I 7x34 * 1:3 0.02 0.131 ‘0.30“ 
SBM 1.1 11.2 6.5 0.06 0.03 0.04 8.1 2.4 209.1 140.9 7.3 0.74 0.04 0.02 0.05 0.18 0.3 0.11 0.4 0.01 0.00 0.11 

.D. : Not Detectable , 

Key : ALT=Alanine aminotransferase ; AST=Aspartate aminotransferase : ALP=Alkaline phosphatase ; Tl’=Total protein ; ALB=Albumin ; A/Ci=Albumin/(jlobulin(Calculated) : 
TG=Triglycerides : CHO=Cholesterol ; LDH-Lactate dehydrogenase : CPK=Creatine phosphokinase : GLLJ=Glucose ; BUN=Blood urea nitrogen ; UA=Uric acid : 
CRR=Cieatinine : Ca=Caicium : P=Phosphorus : Na&dium : K=Potassium ; Cl=Chloride ; T-DlL=Totaf bilirubin : D-DIL=&ect bilirubin : r-GT=r-Ghttamyl transferase 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-201 
~~~~~uRW~~~JJ~~~(~,~~}~)~I}~EILW~$ - &I bfICRSOY-20 (MS-201 

Individual Animal Data on Serum Biochemistry 
4~xlJ~~ji4~~~~~ta:~S4t~UU 

Project Code: DV-TAO0199 
Days on Test : SD 29 
Animal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na -K 

Study No: SA00032 
Sex: Male h 

Cl ’ T-BILD-BIL r-GT 
mlfktkglday U/l U/i. U/I Ir/dl g/d1 mgldl mg/dl U/l U/I mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Eq/I m Q/I mgId1 mddl U/i, 

1010261020 5 29 I76 149 4.8 3.2 2.0 67 52 2177 1500 72 14.1 1.0 0.7 10.3 9.7 145 4.5 100 0.63 0.02 1.1 
1010261030 5 32 170 217 4.9 3.2 1.9 71 69 1738 1158 95 16.7 0.9 0.7 10.5 9.5 146 4.1 101 0.03 0.01 0.7 
1010261001 5 28 131 183 4.7 3.0 1.8 46 60 1298 838 148 21.4 1.0 0.8 10.2 9.1 147 4.4 103 0.01 0.01 0.7 
1010261042 5 26 I20 174 4.7 3.0 1.8 63 65 1145 $75 143 18:l 0.9 0.7 10.2 9.3 146 3.9 102 0.03 0.02 0.4 _ 
1010261002 5 1.1 0.8 10.2 9.3 149 3.7 103 0.01 0.02 0.6 _ 28 151 I50 4.7 3.0 1.8 35 79 1748 1000’ 103 2040 
1010261013 5 27 123 149 5.2 3.3 1.7 I16 67 978 683 82 15.9 0.9 0.7 10.3 8.5 148 4.0 103 0.01 0.01 0.7 
l’OlO261026 5 35 117 199 4.7 3.1 1.9 57 64 847 $53 95 16.0 0.9 0.G 10.4 8.1 147 3.5 102 0.03 0.01 0.6 
1010261031 5 26 113 139 4.9 3.2 1.9 28 69 866 635 100 19.5 0.9 0.7 10.4 8.3 149 3.6 107 0.00 0.01 0.2 
1010261011 5 32 126 121 4.9 3.1 1.7 35 60 1059 793 103 14.5 1.0 0.6 10.1 8.3 147 4.3 105 0.03 0.03 0.4 
1010261019 5 28 121 182 4.8 3.2 2.0 20 60 1067 720 79 14,2 1 .O 0.6 9.9 8.3 148 4.1 106 0.01 0.01 0.6 

‘N IO 10 IO 10 IO 10 ftJ 10 10 10 10 10 10 10 10 IO 10 10 IO 1.0 15, 10 
Mean 24.1 134.8 166.3 4.83 3.13 1.85 53.8 64.5 1292.3 855.5 102.0 17.04 0.96 0.69 li25 8.84 147.2 4.01 103;2 0.02 0.02 0.60 

$35 (’ 3% ’ ii.7 _ 29:6 i-hi& 
., .,. 
0.11 ,, 0.11 ^C, ,/ “?T.ij- .‘q.3- &hi -2%9:2~ f%’ 2.59 .._ 

__ 
‘0:8i - ir:ii -‘&to i.3 

.” 
“,. 0.34 , _ 0.07 2.2 ‘0.01 .‘a.01 “0% 

SEM 0.9 7.2 3.4 0.05 0.03 0.03 8.8 2.3 141.2 91.5 8.0 0.82 0.02 0.02 0.05 0.19 0.4 0.11 0.7 0.00 0.00 0.08 

N.D. : Not Detectable , 

, 
Key : ALT=Alanine aminotransferase ; AST=Aspartate aminotransferase : ALP=Alkaline phosphatase ; TP=Total protein ; ALB=Albumin ; A/G=Albumi~Globulin(Calculated) ; 

TG=Triglycerides : CHO=Cholesterol ; LDH=Lactate dehydrogenase : CPK=Creatine phosphokinase ; GLU=Ghtcose ; BUN=Blood urea nitrogen ; UA=Uric acid : _ .,. 
CRE=Creatinine : Ca=Calcium : P=Pl~ospl~orus ; Na-Sodium : K=Potassium : CI=Chloride : T-BIL=Total bilirubin ; D-BIL=Direct bilirubin ; r-GT=r-Glutamyi transferase 
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28-DAY SUBACUTE ORAL TOXfClTY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20) 
k~28~ofla~-~Jl(~,~~t~>~lErtL~~~~~ - &f,k MICRSOY-20 (MS-20) 

Inciivid~~al Animal Data on Serum Biochemistry 
4~I~$~%4hhi~~4t~$k~ 

Project Code: DV-TAO0199 Study No: SA00032 
Days on Test : SD 29 sex: Female 

Animal ID Dose ALT AST ALP TP ALB A/G TG Cf-10 LDH CPK GLU BUN UA CRE Ca P Na ‘ic. Cl ‘T-BILD-BIL r-GT 
ml/kg/day U/l U/t U/l g/al @iI mg/dl mg/dt U/I U/1 mg/dl mg/dl mg/dl &g/d1 mg/dl mddl m Q/l m Eq/l m Oq/l mgIdl mgldl U/i 

101026ti35 0 24 182 126 5.2 3.3 1.7 8 82 2205 1502 47 23.9 1.9 0.9 10.2 6.4 144 4.0 104 0.00 0.01 0.5 
1010260646 0 26 129 97 5.3 3.6 2.1 18 73 1156 1074 111 20.5 1.2 0.8 10.5 7.2 145 3,9 105 0.01 0.00 0.7 
1010260004 0 18 87 83 5.0 3.4 2.1 20 76 775 566 87 17.2 0.8 0.7 10.0 7.1 144 3.9 106 0.00 0.00 1.2 
1010260034 0 25 172 123 5.0 3.3 1.9 10 93 2032 1434 85 22.6 0.9 0.8 10.5 6.5 147 3.3 105 0.03 0.00 0.7 
lOlb260038 O- 23 100 87 5.0 .-3.3 1.9 9 84 881 601 90 26.4 0.9 0.8 9.9 6.9 145 3.8 105 0.01 0.01 0.2 
1010260042 0 23 161 70 5.4 3.6 2.0 12 78 2023 1207 87 31.2 1.1 0:‘) 10.0 7.5 146 3.6 106 0.03 0.01 0.5 
1010260015 0 31 161 82 5.0 3.3 1.9 11 65 1793 1071 73 18.9 1.1 0.8 y.9 7.7 148 4.1 110 0.01 0.01 0.1 
1010260031 0 26 129 126 4.8 3.2 2.0 6 92 1203 895 85 22.8 1.1 0.8 9.6 6.5 148 3.2 108 0.03 0.01 1.1 
1010260013 0 23 113 83 5.3 3.5 1.9 9 76 1286 885 108 19.8 1.1 0.7 9.8 7.2 146 3.8 105 0.02 0.01 0.6 
1010260045 0 31 189 120 5.1 3.3 1.8 9 72 2478 1647 63 27.2 1.5 0.8 tO,l 8.1 148 4.1 107 0.01 0.01 0.9 

‘N 10 10 10 io 10 fo 10 IO 10 IO 10 10 10 10 !,O 10 10 IO 10 19 10 10 
Mean 25.0 142.3 99.7 5.11 3.38 1.93 11‘2 79.1 1583.2 1088.2 83.6 23.05 1.16 0.80 10.05 7.11 146.1 3.77 106.1 0.02 0.01 0.65 
‘SD ’ 3.9 “35.6 ‘21.8 0;19 _ 0.14 0.1’3 “4.4 K8’ ‘595.1 -366.T ‘19.1‘ ‘4.27 ‘0.32 O;O”t‘ 029 0;56. T:6’ 0.31 “I‘.8 -0;Ol’ ‘O.OO 0.35 
SEM I.2 11.3 6.9 0.06 0.04 0.04 1.4 2.8 188.2 115.8 6.0 1.35 0.10 0.02 0.09 0.18 0.5 0.10 0.6 0.00 0.00 0.11 

N.D. : Not Detectable , 

Prepared by : bly 
Checked by : 

Key : ALT=Alanine aminotransferase : AST=Aspartate aminotransfcrase ; ALP=Alkaline phosphatase : TP=Total protein ; ALB=Albumin ; A/G=Albunurl/Globulin(Calculated) : 
TG=Triglycerides : CHO=Cholesterol : LDH=Lactate dehydrogenase ; CPK=Creatine phosphokinase : GLU=Glucose ; BUN=Blood urea nitrogen : UA=Uric acid ; 
&=Creatinine : Ca=Calcium : P=Phosphorus : Na=Sodium : K=Potassium ; CI=Chloride ; T-BlL=Toial bilimbin : D-BlL=Direct biiirubin :“r-GT=r-Ghrtamyl transferase 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20) 
kfrt28~anwih-RJ~(a,~~t~)~~t~~~lJ8$ - d?,% MICRSOY-20 (MS-201 

Individual Animal Data on Serum T3iochemish-y 
4clrlxlJP%~~~~~dn~-~4t;tsI~~13~ 

reject Code: DV-TAO0199 , Study No: WOO032 
bays on Test : SD 29 sex: Female 

mimal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na I( Cl T-BILD-BIL r-GT 
ml/kg/day U/I U/l. U/I g/d1 @dl mgkll mg/dl U/l U/l mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Eq/l m‘eqll mgfdl mg/dl U/I 

010260019 1.5 23 121 96 5.0 3.3 1.9 21 81 1515 860 86 21.9 0.9 0.7 10.1 6.9 145 3.7 106 0.00 0.00 0.6 
030260026 I.5 22 121 Ill 5.1 3.3 1.8 32 93 1294 997 90 23.0 1.2 0.7 10.8 6.4 146 3.8 105 N.D. N.D. 0.6 
010260008 1.5 26 128 149 4.8 3.2 2.0 18 57 1224 727 104 23.4 0.8 0.8 9.9 6.5 144 3.7 106 0.01 0.01 0.7 
010260027 1.5 31 173 72 5.8 38 1,9 11 65 2266 1813 87 20:s 1.1 0.8 10.1 7.2 146 3.8 105 0.00 0.00 0.1 
010260040 1.5. 21 98 64 5.9 3.9 2.0 14 64 9G4 830 96 25.3 1.3 0.9 10.4 5.9 146 3.1 104 0.02 0.01 0.4 
010260041 1.5 29 87 73 5.4 3.5 1.8 8 61 571 367 92 16.0 0.9 0.8 10.1 6.3 147 3.5 107 0.01 0.01 0.9 
3102GOO20 1.5 19 92 114 5,0 3.3 1.9 13 52 948 / 643 118 20.0 0.8 0.7 10.1 7.6 146 4.0 107 0.05 0.02 0.9 
HO260036 1.5 30 136 83 5.0 3~3 1.9 16 79 1384 898 81 31.4 1.0 0.9 10.7 8.7 147 4.5 105 0.01 N.D. 0.2 
31026Otl25 1.5 22 119 107 5.4 3.5 1.8 15 71 1465 827 94 24.1 0.9 0.8 10.2 6.8 148 3.8 106 0.02 0.01 0.4 
)10260033 1.5 22 123 116 5.4 3.5 1.8 27 73 1464 911 I62 20.7 1.1 0.8 10.4. 7.9 148 .4.1 105 0.01 0.00 0.9 

N 10 10 10 10 lo- 10 10 ld 10, 10 10 10 10 IO 10 10 10 10 10 9 10 
Mean 24.5 119.8 98.5 5.28 3.46 1.88 17.5 69.6 13145 _ ..a:,.. 887,3.1,01~>0,22.@j l&Q ) Q,79 .10:28.. 

8,. 
.7,1)2 l&3. 3,80 1W,6.0:01-. &O-l ’ a.57 - ” I . 

‘SD” . 4.2 
“j. ; ~)” 

24.7 26.1 ti.36 d:2j-‘0.<8 ‘i.i 13.4 444.7 370.2 23.8 4.02 0.17 0.07 0.29 0.85 1.3 0.37 1.0 0.02 0.01 0.29 
SEM 1.3 7.8 8.2 0.12 0.07 0.02 2.3 3.9 140.6 117.1 7.5 1.27 0.05 0.02 0.09 0.27 0.4 0.12 0.3 0.01 0.00 0.09 

D. : Not Detectable , 

eparedby : ,f.~w lf,fhI 7!f 'aDL 
lccked by : /&Jqy )ihr. 4. bJ2 

, 
Key : ALT=Alanine aminotransferase ; AST-Aspartate aminotransferase ; ALP=AlkaIine phosphatase : TP=Total protein ; ALB=Albumin 1 A/G=AlbuminlClobulin(Calculated) ; 

TG=Triglycerides : C?iO=Cholesterol : ~D~I=Lac&je debydragenase ; CPK=Creatine Phosphokinase : CLU=Glucose :. BUN==Btood urea nitrogen : UAW%atid : 
CRE=Creatinine ; Ca-Calcium : P=Phosphorus ; Na=Sodium : K=Potassium ; CI=Chloride : T-I3IL=Total bilirubin ; D-BIL=Direct bilimbin : r-GT=r-Glutamyl transferase 



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-201 
h:it28kafla~~~~l~(B,~~~~>I,rh~~~J~p% - &'ii,E hlICIzSOY-20 (MS-20) 

Individual Animal Data on Serum Biochemistry 
I~xijt%~~~~~JrZ1~~aIt~$~S~~ 

Project Code: DV-TAO0199 Stndy No: SAOOOX? 
Days on Test : SD 29 sex: Female 

Animal ID Dose ALT AST ALP TP ALB A/G TG Cl10 LDI-I CPK GLU BUN UA CRE Ca P Na -K Cl ’ T-BILD-BIL r-GT 
mlk@day U/l U/l. U/1 g/d1 @dl mg/dl mg/dl U/l U/I mg/dl mddl mg/dl mg/dl mgkll mg/dl m Eq/l m Eq/l m Eq/i mghtl mgId1 U/l 

1010260009 5 27 176 118 5.4 3.5 1.8 15 87 2127 1823 87 27.0 .I.5 0.9 10.2 7.7 146 4.1 105 N.D. N.D. ‘0.5 
1010260044 5 18 89 105 5.2 3.4 1.9 9 76 686 499 94 27.4 0.8 0.8 10.2 6.8 145 3.6 106 N.D. 0.00 0.8 
1010260029 5 22 114 92 5.0 3.4 2.1 18 89 1229 731 91 23.7 0.8 0.8 10.3 6.6 145 3.8 106 0.00 0.00 0.3 
1010260043 5 27 187 146 4.9 3.3 2.1 11 75 2379 _ 1631 90 23% 1.4 0.9 10.4 10.1 151 3,7 108 N.D. 0,OO 0.8 
1010260016 

1010260021 

1010260006 

1010260023 

1010260014 

1010260049 

N 
Mean 

SD 
SEM 

5 . . 22 141 74 
5 25 191 92 
5 18 137 87 
5 26 114 I19 
5 36 125 59 
5 29 90 65 

IO 10 10 
25.0 136.4 95.7 
5.4 37.5 26.9 
1.7 11.9’ .8;5 

5.4 3.4 1.7 12 61 1783 1021 90 19.5 1.0 0.7 
5.2 3.4 1.9 7 66 2509 1373 86 22.7 1.3 0.9 
5.4 3.5 1.8 13 101 1515 933 111 23.9 0.9 0.8 
5.0 3.4 2.1 14 84 1023 610 97 20.9 0.8 0.8 
5.5 3.4 1.6 14 81 1275 715 82 20.9 1.0 0.8 
5.4 3.6 2‘0 17 84 735 403 102 25.5 0.7 0.8 
10 10 10 10 10 10 10 10 10 10 10 

5.24 3.43 1.90 13.0 80.4 f526.1 973.9 93.0 23.51 I.02 0.82 
0.21~ 0.08 0.18 3.4 Il.5 654,6 f186.0 8,5 2.G2 0,28. 0.06 
O.Oi 0.63 iii’ ‘1.1 317 207.0 153.7 2.7 0.83 0.09 0.02 

IO.1 _ 6.1 147 3.6 109 0.03 0.02 0.6 
9.6 7.6 147 4.2 106 0.01 0.00 0.9 
10.4 7.6 147 3.7 106 0.05 0.01 0.8 
10,l 7.4 148 3.4 107 0.02 0.00 1.1 
10.1 6.8 148 4.1 110 N.D. 0.00 0.1 
10.8 7.3 147 3.4 104 0.02 0.01 0.6 

tp 10 10 JO 10 6 ? IO 
10.22 7.40 147.1 3.76 106.7 0.02 0.00 0.65 
0.30 I.08 1.7 -0;29 J,8 O;OZ. O;o’l- 0.30. ’ 
0.10 0.34 0.5 0.09 0.6 0.01 0.00 0.09 

N.D. : Not Detectable 1 

Key : AI.l’=Alanine aminotransferase : AST=Aspartate ominotrarlsfcrase ; ALP=Alkaline phosplta~ase ; TP=Total protein ; ALB=Albumin ; A/C=AIbun~irJOl~~~~~lir~(Calcalated) : 

TG=Triglycerides : CiiO=Cl~olesterol ; LDlI=Lactate dcliytlrogeriase : Ci’K=Creatiue phospllokinase : \ GLU=Glocose ; BUN=Blood urea nitrogerl : UA=Uric acid : 

CRGCreatinine : Ca=Calcium ; P=phosphanrs ; Na=Sotlitrm : K=Potassiwl : CI=Chlaride : T-l3lL=Tolal bilirthin ; D-B?L=Direct bilirubh~ : r-GT=r-Glutamy trarlsferase 



Z-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20) 
h~it28kaR~.f~ilf(B,~f5~)~~~~~J~11: - dt,%t MICRSOY-20 (his-20) 

Individual Animal Data on Serum Biochemistry 
~~Xff~~~~~~~~~~~~~~~~~~ 

3jec t Code: DV-TAO0 199 Study No: SA00032 
ys on Test : SD 29 Sex: Female 
kimal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK CLU BUN UA CRE Ca P Na K Cl ‘I;-BILD-BIL r-GT 

mVkglday U/I U/I WI g/d1 g/d1 mg/dl mg/dl U/l U/I mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Bq/l m Eq/l mg/dl mg/dl U/l 
0260010 15 17 90 122 5.6 3.5 1.7 26 123 864 528 110 17.6 0.8 0.7 11.0 7.6 146 4.0 104 0.01 0.00 0.8 
0260017 15 23 103 130 5.4 3.5 1.8 17 93 1125 719 90 22.0 0.8 0.7 10.8 7.2 147 3.7 105 N.D. 0.00 0.9 
0260011 15 19 94 107 4.9 3.3 2.1 9 78 798 525 87 29.7 0.8 0.8 10.0 6.1 149 3.6 111 0.00 0.00 0.3 
0260030 15 27 141 59 4.6 3.2 2.3 8 58 1480 931 54 21.6 1.3 0.7 10.0 8.2 146 4.6 108 0.01 0.00 0.6 
0260012 15 . 22 118 83 4.8 3.3 2.2 7 71 1195 757 90 19.5 0.8 0.7 9.7 6.8 149 3.5 110 0.01 0.02 1.2 
0260050 15 29 118 65 5.3 3.5 1.9 19 94 1234 795 98 29.3 1.1 0.9 10.3 7.1 148 4.1 107 N.D. 0.00 0.3 
0260024 15 30 164 95 5.4 3.5 1.8 21 83 1878 1107 71 26.2 1.3 0.9 10.0 7.6 146 4.6 107 0.02 0.00 0.1 
0260037 15 23 137 99 4.G 2.9. 1.7 27 74 1594 1003 99 23.4 1.0 0.8 10.5 6.7 147 4.4 107 N.D. 0.00 N.D. 
0260001 15 18 156 94 5.1 3.4 2.0 23 74 1969 1271 91 24.2 1.1 0.9 10.5 7.8 148 3.8 108 0.00 0.00 0.7 

0260003 15 22 91 91 5.5 3.5 1.8 24 107 1080 490 96 24.5 0.8 0.8 10.2 7.4 147 4.1 108 0.02 0.01 0.4 
N 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 7 10 9 

tie-an 23.0 121.2 94.5 5.12 3.36 1.93 18.1 85.5 1321.7 812.6 ,88.6 23.80 0.98 0.79 lO,iO 7.25 147.3 4.04 107.5 0.01 0.00. 0.59 
SD 4.5 27.2. ?2:3 ?,37 tk20 .0,2.1 2.6 l-9:1 398,9-263;9. i5.7, 3;90 - 0.21 0.09 .fl.40 ,O-.cil . i;2 O”AO 21’1”‘O:OI ‘(j.01 o,j5 
~‘EM 1.4 8.6 7.0 0.12 0.06 0.07 2.4 6.0 126.2 83.5 5.0 1.23 0.07 0.03 0.13 0.19 0.4 0.13 0.7 0.00 0.00 0.12 

1. : Not Detectable , 

Key : ALT=Alanine aminottansferase : AST==Aspattate aminotransfetase : ALP=Alkaline phosphatase ; TP=Total protein ; ALB=Albumin ; A/G=Albumin/Globulin(Calculated) : 
TG=Ttiglycetides ; CIIO=Cholestetol ; LDH=Lactate dehydtogenase : CPK=Cteatine phosphokinase ; GLU=Glucose ; BUN=Blood urea nitrogen : UA=Utic acid : 
CRE=Cteatinine ; Ca=Calcium : P=Phosphotus : Na=Sodium : K=Potasshlm : CI=Cblotide : T-BIL=Total bilitubin ; D-UIL=Ditect bilitubin : t-GT=t-Glntamyl ttansfetase 



s  

q  Q u a lity C o n tro l V a lu e s  o f C lip ical P a r e m h e r s  
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2%Day Subacute Oral Toxicity Study in Rats - Product Code MICRSOY-20 (MS-201 
h/28ka~WP-a~(na~)a~~j~ - i’lL MICRSOY-2O(MS-20) . 

- Project Code : DV-TAO0199 Study Number : SAOO032 

KOVA-Trol 106393 ( Expiration Date 11130/2004 ) 
Quality Control of Urinalysis 

Color Clarity Glu BiI Ket SG pt4 Pro Uro (EUldl) 1 Nit BIO ’ Leu 
Target Range Yellow Clear Negative Negafive Negative t.o09- 1.043 6.0-7.5 Negative 0.2- 1.0 Negative Negative Negative 

i 1lz6lo1 Yeiiow Clear Negative Negative Negative I.011 7.0 Negative 0.2 Negative Negative Negative 
1 lL?7/01 Yfjlow Clear Negative Negative Negative I.01 1 7.0 Negative 0.2 Negative Negative Negative ’ 

KOVA-Trol 1 I2502 ( Expiration Date 42/3 l/2002 ) 

Culor Clarity au Bil Ket SG pii Pro Uro (EUldl) Nit Bio Leu 
Target Range Yettow-&een ~car+li~tly cloudy Trace-Z+ t+-3+ Trace-2+ t .009- 1.013 7.0-8.0 Negative-t+ 0.2- 1.0 Positive Negative-2+ Trace-3+ 

i 1126101 Yellow Clear It 2t lt 1.010 7.5 TlXX 0.2 Positive I+ It 
11127iOl Yellow Clear It 2t 2t 1.010 8.0 Trace 0.2 Positive Tmce 2t 

KOVA-Trol 409683 ( Expiration Date 5/3 412002 ) 

Color Clarity : ml. Bi4 Ket se pt4 Pro uro (Iwdi) Nit’ Bto LeU 
Target Range Yell0.w Ckar-Sligkly No&y 2+--$3+ 2+-3-f. 2+kZ3+ t.o09--1.013 7.0-8.0 2+*&3+ 1 0.2-t.0 Positive 

1 Il26ioI 
2+-3+ _^ t+y3, 

Yetlow Clear 3+ ,- j; 3+ _!:!I 1 7.5 3t *.* . . PbsiE;re‘ 2t 
11127/01 y_etl,Qx. _, Clew ,2t . 

-,- 
’ -, _ 3t 1.011 7.5 3t 0.2 Positive 3t 2t 

Key: Clu = Glucose 
Ed = Bilirubin 
Ket = Retone 
SC = Specific Gravity 
Pro = Protein 

Uro = Urobilinogen 
Nit = Nitrate 
Blo = Blood (hemoglobin) 
Leu = Leukocytes 

, 

Checked by : 



28-DAY SUBACUTE OUL TOXICl’i’Y STUDY IN RATS - PRODUCT CODE MKRSOY-20 (MS-20) 
h12g~uo~8~~J(~?i$~W);ia~.~~~ - &% LiICRSOY-20 (B-20) . ..---...l...-*..-..----.--.*--..--..--~.--*...-*-..~.-..*~*.-~-.~~..*~~~~.~~..~.. 

QC Data on Hematology 
.-*-.~.---.----rr.-----..~...-.*..-....~~.~.~~~...~. 

’ : 

Project Code: DV-TAO0199 Study NO: SA00032 

1 03/ltlIIl~ 1 OVmm’ g/al % fim3 Pg % 10’/mm3 
Target Mean 9.1 - 4.10 12.5 35.3 86 30.5 35.5 242 

Raptie 2 0.8 0.20 0.5 2.2 4 2.0 2.5 30 
Nov. 26,200l 8.6 4.14 12.5 36.3 34.4 214 
Nov. 27,2001 8.5 

87.8 ; 30.2- 
4.22 12.4 37.2 88.1 * 29.4 33.3 224 

i 

LAKER K-DIF’F QC of Low ( Expiration Date: Dee, 19,200l) Lot No: 114 
WBC RBC HGB HCT MCV : MCB MCHC PLT 

1 03/mm3 106/mm3 g/d1 % gum3 : Pg % 10%flm3 
Target Mean 3.1 2.3.6 6.1 17.7 I 7s 25.8 34.5 63 

Range 2 0.4 0.15 0.4 1.5 4 I 2.0 3.0 15 
Nov. 26,200l 2.9 2.34 6.1 18.3 78.4 26.1 33.3 67 
Nov. 27,200l 2.9 2.37 5.9 18.7 78.9 24.9 31.6 60 

BAKER K-D&F QC of High (Expiration Date: Dec. 19,200l) ‘_ Lot No: 114 
WBC RBC HGB HCT MCV ‘MCH MCHC ’ PLT 

lo?mm3 1 06/mm3 p/al % /tm” Pg % 1 03/UUI13 
Target Mean 26.5 5.28 17.9 50.2 95 : 33.9 35.7 431 

Range F 2.4 0.28 0.5 2.8 4 2.0 2.5 60 
F", ' Nov.26,2001 24.1 5.37 17.8 52.1 97 33.1 34.2 395 

Nov. 27,200l 24,9 5.29 18.0 51.6 97.5 34.0 .34.9 403 

R* 

Key: WBCs=White Blood Cells (mm3= p 1) 
REJCs=Red Blood Cells (mm3= ,u 1) 
Hb=HemogIobin 
HCT=Hematocrit 
MCV=Mea.n Corpuscular Volume’ 
MCH=Mean Corpuscular Hemoglobin 
MCHC=Mean Corpuscular Hemoglobin Concentration 
PLT=Platelet 



2%DAY SUBACUTE ORAL TOXICITY STVDY IN RATS - PRODUCT COPE MICRSOY-20 (MS20) 

hlBt28k.~B1Lfd~Mf0E&i&)-&M% - 8.w. MKRSO&20 (MS-20) I __-_--__-_----_-----________________l__l----------------------------------.-----------------------------. 

Project Code: DV-TAO0199 Study No: SAOO032 

Quality Control of Hematology - Coagulation Analysis 
, 

QC:-Dade Ci-Trol Control Level 1 (Lot. NO.: X8146/ Exp.: May 16,2003) 

I cv (%) I OS I 1.4 0.4 p 1.7 

Key: PT = Prothrombin time 
APTT = Activated partial thromboplastine time 

Prepared by : ,y 
Checked by : 

E : 

_ 

, 



2X-DAY SIJI\AClJTl: OHAI. TOXICITY STUDY IN RATS PRODUCT CODE MICKSOY-20 (MS-20) 

hL28~oflQPBllt(B~~~),all~lta. - RL IICRSOY-20 (MS-20) 

Project Code : DV-TAO0 199 Study Number : SAooO32 
~~&-Y4LOfi.%4?L# 

Quality Control on Serum Biochemistry 
Test Date : Nov. 28,2001 

ALT AST ALP r-Gl T-IIil I)-Bil I’P ALI) 1% Cl10 LDI I CPK GLU HUN UA CRE Ca P 
U/L U/L U/L U/L mg/dl mgldl g/d1 g/cif mgldl mgldl V/L U/L mg/dl mddl ’ mgldl mg/dl tip/d1 mg/dl 

Control Serum I 
Expected Values 13-21 .t9-27 43-55 12-24 0.58-0.98 0.2-0.4 5.9-6.5 2.7-3.5 84-96 140-158 129-169 1.54-194 84-96 11.7-14.5 5.2-5.8 0.9-1.3 9.1-10.5 2X-3.6 
Actual Values 18 24 52 18.5 0.85 0.26 6.3 3.2 92 156 IS1 184 92 13.9 5.8 I.1 10.0 3.3 

Control Serum II 
Expected Values 123-133 114-130 130-162 58.2-80.2 6.86-7.86 0.91-I 51 4.2-4.6 2.2-2 8 174-182 233-245 415-463 629-709 286-308 48.4-54.0 8.7-10.1 7.3-7.9 12.2-13.8 6.9-7.7 

Actual Values 127 120 147 67.8 7.58 I .37 4.2 2.5 176 238 c. 430 657 293 51.8 9.2 76 12.8 7.3 

m EqlL m Eq/L n, EqlL 
ISEX 
Expected Values 121-129 2.4-3.2 83-91 
Actual Values 125 2.8 86 

ISE-H 
Expected Values 
Actual Values 

157-165 6.2-7.0 125-133 
163 6.7 132 

.., .^, ,. .,, ^.~ ._ ” . 

Control Serum I : Wako ( Lot No : f1M4 I I I Expiration Date 512002 ) ’ i3 h ISE Ill th *&-Low ( Lot No. : 032RCW I Expiralion Date 312002 ) 
Control Serum 11 : Wako ( Loot No : IIM412 / Expiration Date 5/2002 ) Fl L ISE JiI 4% B&-l Iigh ( Lot No. : 03 lRCW I Expiration Date 3/2002 ) ’ 

Key : ALT-AIIlline minotrmrfettasc : AST=AspamIe uninotrmsferare : ALPfAlkaline phosphalase : TP=Tml protein ; ALB-Albumin : AIG=AlbwninlGlobulin(Coleulpted) : 

TG-Triglycerides : CHO-Cholcrterol : LQH-Lactate dehydrogesase : CPKPCreatinc phnsphokinasc : GLU-Glucose : BUN=Blocd urea nitrogen : UA=Uric acid : 

CREECrcatinine : Ca=Calcitim : P-Phosph6rus : Na=Sodium : K=Potassium : CI=Chloride : T-BIL=Tml bilimbin : D-BIL=Direct bilirubin : r-GT-r-Giulamyl tmrfcrasc 

Prepared by : &(r/ /CrPl. 7<-, >-a- L-- 
Checked by : 

~~l.Yl, 2ce2. 



q Individual AnimaI Data on Histopathobiy Evaluation 
4SBJ~%k#!dk~~3Tiirj~~&~~~ 



Anird fate: 

T = Terminal sacrifice 

D = Found dead 

E = Sacrificed in extremis 

Tissue count: 

X = Not.remarkable 

N = No section 

M = Missing.onc paired organ 

I = Incomplate 

Lesion severity grading: 

- = No observation 

1= Minimal 

2 = Mild / Light 

3 = Modera;tt: 

4 = Moderately severe 

5 = Severe / high 

Kevs to the abbreviations used in “H~stboathologv Evaluation” 

, 
. 

P = Lesion present, severity not:grad$d 



HISTOPATHOLOGY IKC’IDENCE TABLE 

ct Code : DV-TAO0199 
Study No. : SAOlXI32 
Male Rat/SD 

) 
1 1 
0 0 
1 1 
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GAT STUDY DAY (iti, I29 - NECROPSIE 29 
TISSUE / LESIQNS 1 ANIMAL FATE1 l’ T 
ADRENAL GLAND xx 
AORTA xx 
BONE. FEMUR xx 
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